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*Inert ingredient information may be entitled to confidential treatment*

From: Raderrio Wilkins/DC/USEPA/US
fie Thomas C McEntee <Thomas.C.McEntee@usa.dupont.com> '
Ce: Raderrio Wilkins <wilkins.raderrio@epa.govs, Andrew

Bryceland/DC/USEPA/US@EPA

Date:

Subject: Re: Fw: Refined 0il of Nepeta cataria -- Renegotiated PRIA
Action Dates to the calenar year 2009
71654 - ER and EG

Dear Mr. McEntee,,

Per your request, the Agency's Inert Ingredient Assessment Branch

(ITAB) approved your application for a new non-food use inert ingredient
clenrence Eor NN BN Vehar ol Shive 56

complied with BPPD's request by submitting a new inert ingredient
request petition to IIAB for the other three chemicals
as requested in BPPD's
deficiency letter (dated 11/13/08). Furthermore, BPB is awaiting Dupont
Chemical Solutions Enterprise's response to the Product Chemistry and
Physical Property data deficiencies.

Your application as submitted under the Pesticide Registration
Improvement Act (PRIA) guaranteed you a regulatory decision for the
action category (B60 (PRIA 1) of twelve months. By regulation, the
Agency is obligated to give you 75 days (40 CFR 152.105) in which to
address the deficiencies identified above., However, the PRIA decision
date of July 31, 2009 precedes the 75 day date (May 17, 20098) for you to
submit the information requested above and for BPPD to complete the
review and make a regulatory decision. If applicable we will need to
renegotiate the your pria due date.

Alternatively, you may withdraw the application and resubmit when
you have all the information or the Agency will issue a can not grant
letter under PRIA on or -about July 31, 2009. You will still have 75 days
from the date of this letter to submit the required information before
the Agency would withdraw your application because it is incomplete.

If the Agency does issue a letter stating it cannot grant your
application under PRIA and you submit the required information with 75
days, the Agency will continue to work on your application, but it will
not be subjected to PRIA time. Please contact immediately on (703)
308-1259 with your response.

Sincerely

Raderrio Wilkins



From: Thomas C McEntee <Thomas.C.McEntee®@usa.dupont.com>

To: Raderrio Wilkins/DC/USEPA/US@EPA
Date: 05/27/2009 01:21 PM
Subject: Fw: Refined 0il of Nepeta cataria -- Renegotiated PRIA Action

Dates to the calenar year 2009 71654
- ER and EG

Mr. Raderrio Wilkins,

Can you let me know if everything is satisfactory for finalizing notice
of

registration by the re-negotiated dates.
Thanks for your help.

Tom McEntee

978 312 1136

978 335 8055 CELL
————— Forwarded by Thomas C McEntee/AE/DuPont on 05/27/2009 01:21 PM

Thomas C

McEntee/AE/DuPont
To

11/26/2008 12:44

Hollis.Linda@epamail.epa.gov@DUPONT
PM _MHUB

cc
wilkins.raderrio@epa.gov

Subject
Re: Refined 0Oil of Nepeta cataria
-- Renegotiated PRIA Action Dates
to the calenar year 2009 (Document

link: Thomas C McEntee)



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20440

OFFICE OF PESTICIDES AND TOXIC SUBSTANCES

MEMORANDUM
DATE: Junc 30, 2009
SUBJECT:  Science Review in Support of the Reoistration of Refined Oil of Nepeta cataria
15% Lotion and e n -1 Ol of " oner ccataria Lot on 7%, Containing 15% and
7% Refined Oil of Nepera caiar. . \s its Active Invredients.
Decision Number: 371862, 372756
DP Number: 365995, 365996
EPA File Svmbol Number: 71654-ER, 71654-EG
Chemical Class: Biochemical
PC Code: 004801
CAS Number: 8023-84-5
Tolerance Exemptions: Non-food Use
MRID Numbers: N/A
FROM: Jacob Moore, Chemist /s/ 07/07/09 ﬂg/,f//%b% 7/7/&7
Biochemical Pesticiddes Rranch
Propestici e & et o evertion Division (7511P)
TO: Raderrio Wilkins, Regulatory Action Lcader

Siochemien! Pesticides Branch
iopesteides & Pollution Prevention Division (77 111)

ACTION REQUISTED

In response to the request for additional information relayed in Jeiers from BPPD to the
registrant dated 10, 17,07 <& 4/16/08, the registrant has submitted rcvised CSF dated 06/12/09 and
MSDS for all inert inoredicnts.



0]

Refined Oil of Nepeta cataria DP Number: 363995, 365996

PC Code: 00-1M71 EPA Reg. No.: 71654-ER, -EG’

N\

RECOMMENDATIONS AND CONCIUSIONS

1. CSIFF0A1200 s ACCEPTARIL All inert ingredients are cleared and have
approvriate € Codes.

2. Product chemistry data arc ACCEPTABLE. No additional data are required. A year
long storagee stability study (OPPTS 830.6317) is ongoing and will be submitted upon
completion.

Product Chemistry

MSDS were suxmitted for all inert inoredienfs contained within the products. In the
administrat.ce ro s the ve istran motes that a vear long storage stability study is in
progress and will e submitted upon completion. All other product chemistry data
requurcing. Lo isuC w0 dres -

cc: J. Moore. R \Willins. RPPD Science Peview File, THAD/ARS
J. Moove. 17E, 0 -0 0 07/



TRANSMITTAL DOCUMENT
Attention:
Document Processing Desk (RESUB)
Biopesticides and Pollution Prevention Division (BPPD)
US Environmental Protection Agency
Office of Pesticide Programs (7504P)
Room S-4900, One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

NAME AND ADDRESS OF SUBMITTER
E.I. du Pont de Nemours and Company
DuPont Chemical Solutions Enterprise
Experimental Station (ESL 402/3442A)

P. O. Box 80402

Wilmington, DE 19880-0402

REGULATORY ACTION IN SUPPORT OF WHICH THIS PACKAGE IS SUBMITTED-

Resubmission: New Pesticide Registration End-Use Product

“Refined Oil of Nepeta cataria” 15% Lotion; EPA File Symbol 71654-ER
“Refined Oil of Nepeta cataria” 7% Lotion; EPA File Symbol 71654-EG

Transmittal Date: June 12, 2009
Transmittal Material:

Volume 1 Administrative Materials

- Cover Letter 2 pages

- Transmittal Document this page

- 15% Lotion CSF (EPA Form 8570-4) 2pages

- 7% Lotion CSF (EPA Form 8570-4) 2 pages

- Portfolio of MSDSs for inert ingredients 60 pages
Page 1




*Inert ingredient information may be entitled to confidential treatment*

DuPont Chemical Solutions Enterprise
P. O. Box 80402
Wilmington, DE 19880-0402

vurune vhemical Solutions Enterprise veons et
June 12, 2009

Ms. Linda Hollis

Biopesticides and Pollution Prevention Division (Bl
US Environmental Protection Agency

Office of Pesticide Programs (7504P)

One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Subject: Resubmission -- New Pesticide Applicatio
“Refined Oil of Nepeta cataria” 15% Lotio
“Refined Oil of Nepeta cataria” 7% Lotioi

Reference: ~ Dupont Submission of May 8, 2008
EPA Deficiency Letter of November 13, 2008

Dear Ms. Hollis,

Following e-mail communication from Mr. Raderrio Wilkins on May 25, 2009, it appears that
there is a disconnect concerning compliance with the chemistry deficiencies for the subject
products. The deficiencies were addressed in my submission of May 8§, 2008. Ple~~= refer to the
following transmittal documents and attachments for each of the subject end-use product
resubmissions. Detailed responses to your November 13, 2008 letter are as follows:

1. CSF
a. CAS Registry Number [l has been added to the CSF.

b.1. CAS Registry Number for has been corrected to [
b.2. I bas been removed from the formula.

c. The CAS Number 8023-84-5 has been assigned to the active ingredient consistent with the
NPIRS designation.

d. NG s been added to the list of allowed inerts

by the manufacturere through submission to the IIAB. ||| GG

s been removed from the legacy formula and replaced with an equal quantity of the

inert has been eliminated. The mixture
has been deleted and in its place substituted ||| | | | QEEEEE. which does not

contain the minor component, In summary, the lotion now
contain only ingredients that are all on EPA’s list of allowed ingredients.
e.1. Chemical nomenclature of [l has been corrected.

10




*Inert ingredient information may be entitled to confidential treatment*

.2. [ -2 been added to the
CSFs, which is consistent with the nomenclature of the, Ingredients Permitted in Pesticide

Products, http://www.epa.gov/opprd001/inerts/lists.html.

f. The quantity stated on CSF dated June 12, 2009 is correct. MRID numbd*43003301 has *
been superseded. s 2

g. Supplier identified on CSF dated June 12, 2009 is correct. o oo,
h. CSF blocks #5 and #6 have been completed. secec’ o
II. PRODUCT CHEMISTRY . : : : :

a. An increase in the quantity of one chemical of the active ingredient component is
improbable and is attributed to the limitations of the analytical method when applied to the
formulation. The active ingredient is a complex mixture and quantitating the components is
an analytical challenge. A year-long storage stability study is in progress, which will be
submitted upon completion.

b. The complete portfolio of MSDSs is attached (60 pages)

¢. Quality Control: Each lot is visually examined for typical properties. A sample is taken for
specific gravity measurement and is analyzed for active ingredient following the
Enforcement Analytical Method; (MRID 470033020).

d. Its not clear that “other” components degrade. The submitted data is an interim study. A
one-year guideline study is_in progress. The magnitude of “degradation” appears to be minor
and is only reflected in the dihydronepetalactone 3 levels. The analysis has been
challenging and refinements to applying the method to formulated lotions have been made
since submitting the cited data.

e. Further submissions to ITA because as discussed in I.d above, the formulations have been r
evised so that all of the ingredients are on the list of allowable inert ingredients.

III. PHYSICAL PROPERTIES

Oxidation-Reduction: Not Required — the formula does not contain an oxidizing-reducing agent.
(Ref. 40CFR158.190; note #5)

Chemical Incompatibility: Not Required — the formula is a ready-to-use end-use formula which
does not require dilution or mixing with other chemicals.

Explodability: Not Required — the formula is not potentially explosive. (Ref. 40CFR158.190;
note #7)

Should there be any questions, please feel free to call or e-mail.. Thank you for your assistance
with our applications.

Sincerely,

/?'%(’ w e
Thomas C. McEntee
Product Registration Manager

Thomas.C.McEntee@usa.dupont.com
(302) 695-6856

11



N /lozw-r/é'
- /[{W/LB

ACTIVE INGREDIENT:
Refined Oil of Nepeta cataria........... 15.0%
Other Ingredients ................c....... 85.0%
Total ...ovviiviniiiiiiiinicee, 100.0%
EPA Reg. No. 71654- EPA Est. No. XXXXX-YY-ZZZ

KEEP OUT OF REACH OF CHILDREN

CAUTION ___— s 7 %g

See [Back Panel][Side Panel] for Additional Precauﬁoné/

E.L du Pont de Nemours and Company
PO Box 80402
Wilmington, DE 19880-0402

‘ Manufactured By:

Net Contents:

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DC™*ESTIC ANIMALS

. ATz~ ~

2 I
DIRECTIONS FOR USE ¥
‘ It is a violation of Federal law to use this productinama :r inco

Do not allow children to handle the product or apply it to themselves. /‘QM er-
Dispense a small athount of lotion directly onto skin.” Spread uniforrfily to’Sompletely cover any
exposed skin surface. Reapplication after six hours may be necessary. When applying to childge
dispense into an adults hand and then spread evenly and completely over the child’s exposed s
taking care not to contact the child’s fingers and hands. ’

v -
o not apply over cuts or damaged skin. Abéw?

12



FIRST AID

Have the product container or label with you when calling a poison conwol center or doctor, or
going for treatment.

Ifin Eyes:

* Hold eye open and rinse slowly and gently with water for 15-20 minutes.
* Remove contact lenses, if present, after S minutes, then continue rinsing eye.
e Call a Poison Control Center or doctor for further treatment advice.

If a reaction to this product is suspected:
» Discontinue use.
» Take off contaminated clothing.
» Wash skin thoroughly with plenty of water .
* Call a Poison Control Center or doctor for further treatment advice.

If Swallowed:
» Call Poison Control Center or doctor immediately for treatment advice.
* Do not induce vomiting unless told to do so by the poison control center or doctor
* Do not give anything by mouth to an unconscious person
Emergency Contact Number: 1-800-3637(US & Canada) or 1-302-774-1139 (all other areas).

For 24-hour transportation emergency information on this product, call Chemtrec at 1-800-424-
9300 (US Canada, Puerto Rico, & Virgin Islands); 1-703 527-3887 (all other areas)

Do not contaminate water or food by storage or disposal. Store away from children.

Container Disposal: If empty, place in trash. If partly filled: Call your local solid waste agency
or 1-800-CLEANUP for disposal instructions. Never place unused product down any indoor or
outdoor drain

STORAGE AND DISPOSAL .

4
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Refined Oil of Nepeta cataria \/[QV/ 4
15% Lotion f\>
Insect Repellent Lotion /w{/'z /5' %
Mosquito repellent (OPT) I
Blackfly repellent (OPT)

Repels mosquitoes (OPT) é‘,.« A
Repels blackflies (OPT) P
Effective protection from mosquitoes, biting flies (OPT) ﬂ% .

Effectively repels mosquitoes and other biting insects (OPT)

(Effective). (incompremiagg) protection (from a range of biting insects) (OPT)
Repels mosquitoes that may carry (West Nile Virus) (Eastern Equine Encephalitis)
(diseases) (OPT)

Works great on biting flies (OPT)

Protection (from bites) from biting insects (for the whole family) (OPT)
Protection for people on the go (OPT) ’

Protectlon that fits your 11festy1e (OPT)

.
f{%%v s

Protects from mosqultoes and (blackﬂles) (bltmg flies for up to 7 hours) (OPT)

Apply every 6 hours (or as needed) (OPT)

Repels insects for up to 7 hours (OPT)

(Smart) Outdoor protection (from annoying (mosquitoes) (biting flies) (black flies) (for up
to 7 hours) (OPT)

e Repels flies (too!) (OPT)

o Keeps (bugs) (insects) off (your kids) (your family) (OPT)

®
o

«atuzal) Complete Outdoor protection (OPT)

I3t Guards the whole family [zfekgyTOPT)

Protection that fits your (active) lifestyle (OPT)

Protect(s) your family at dusk and dawn (OPT) teeete
An effective broad-spectrum insect repellent (OPT) I

Protection during outdoor activities (OPT) . A
(Sport) (Active) (Outdoor) (Family) formula (OPT) :
wSefety outdoors-for-piay-and-en-the-go-(ORH— .o
S For yardwork and camping (OPT) .
Protects during work, play or recreation (OPT) coese .
Frequent reapphcatlon (and saturatlon) unnecessary (OPT) . . .

[ ]
[ ]
[ J - - 2 =
w . Contams (a) plant-based repellent (OPT) ::::

Ay
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o Plant based repellent repels (mosquitoes) (and) (biting flies) (blackflies) for (up to 7 hours)
(over 6 hours) (OPT)

. Plant based mgredlent - does not settle for less efﬁcacy) (OPT)
e Contains plant exu'acts (OPT)

Contains the insect repellent found in (catmint) (catnip) (oil) (OPT)
ENFtaral) (Plant based) (insect repellent without trade offs) (OPT)
Always carry (product na.me) (OPT)

Vo

For playmg and relaxmg outdoors (OPT)
~Dermatologist. Tested-(ORI—

Not oily, greasy or sticky (OPT)

No added fragrance (OPT)

Contains no dyes (or added fragrances) (OPT)

No chemical odor (OPT)

No synthetic odor (OPT)

No unpleasant odor (OPT)

Leaves pleasant feeling on skin (OPT)

Won’t stain (OPT)

(Readily) (Easily) washed off (OPT)
eNoteed 10 wash-of (OR—
e Won’t harm plastics (OPT)
e Specially formulated to (feel) (and) (smell) better on your skin (OPT)
o (light) (gentle) (clean) (mild) (smooth) (non-greasy) (pleasant) (feels great) (comfortable)

formula (OPT)

e (it’s) pleasant smelling (OPT)

e feel’s comfortable (OPT)

e DEET free (OPT)

e Non DEET (OPT)
B}.«v\ e Non synthetic (OPT) cessee

o —The-safe-eheiee-(OR— : .
b‘ L/\, e Readily washed off (OPT) : . E .

' C"'-NC'W!'(QP;)\ secces
2

15
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DuPont Chemical Solutions Enterprise
P. O. Box 80402
Wilmington, DE 19880-0402

DuPont Chemical Solutions Enterprise

May 8, 2008

Ms. Linda Hollis

Biopesticides and Pollution Prevention Division (BPPD)
US Environmental Protection Agency

Office of Pesticide Programs (7504P)

One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Subject: Resubmission -- New Pesticide Application for Registration
“Refined Oil of Nepeta cataria” 15% Lotion; EPA File Symbol 71654-ER
“Refined Oil of Nepeta cataria” 7% Lotion; EPA File Symbol 71654-EG

Reference: EPA letter of October 17, 2007
EPA letter of April 16, 2008
EPA-Dupont November 8, 2007 meeting

Please refer to the following transmittal documents and attachments for each of the subject end-
use product resubmissions. I believe these documents and the February 28, 2008 resubmission

on the TGAI; EPA File Symbol 71654-EN along with data submitted on one inert ingredient
address all of the remaining data requirements.

DuPont is offering a PRIA due date of October 31, 2008 which allows six months for EPA
review of all of the items.

Should there be any questions, please feel free to call.
Thank you for your assistance with our applications.
Sincerely,

Thomas C. McEntee

Product Registration Manager

Thomas.C.McEntee@usa.dupont.com
(302) 695 6856

17




TR4
Attention:
Document Processing Desk (RESUE
Biopesticides and Pollution Preventi
US Environmental Protection Agenc
Office of Pesticide Programs (7504F
Room S-4900, One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

NAME AND ADDRESS OF SUB!
E.I. du Pont de Nemours and Compe
DuPont Chemical Solutions Enterpri
Experimental Station (ESL 402/344:
P. O. Box 80402

Wilmington, DE 19880-0402

REGULATORY ACTION IN SUPF

Resubmission: New Pesticide Reg

YMITTAL DOCUMENT

Division (BPPD)

I'TER

T OF WHICH THIS PACKAGE IS SUBMITTED-

ration End-Use Product

“Refined Oil of Nepeta cataria” 15
“Refined Oil of Nepeta cataria” 7°

Transmittal Date: May 8 , 2008

Transmittal Material:

Lotion; EPA File Symbol 71654-ER
Lotion; EPA File Symbol 71654-EG

Volume 1 Administrative Mater s
- Cover Letter
- Transmittal Documse
- 15% Lotion CSF (E  Form 8570-4)/Check Sheet
- 7% Lotion CSF (E}  Form 8570-4)/Check Shteet
- Data Matrix EPA fo  (8570-35)
- Cross Reference: EF comments to corrections
Volume 2A  Chemistry

Product Identity and Composition
Materials, Production and Formul
McEntee, Thomas C.; E.I. duPont de

30.1100 Description of Starting
on Process; 830.1200; April 23, 2008

emours and Company.

Page 1

1 page
1 pages
3 pages
3 pages
2 pages
1 page

78 pages

18




*Inert ingredient information may be entitled to confidential treatment*

EPA Ietter 16, 2007 e/commen

“Refined Oil of Nepeta cataria” 15% Lotion; EPA File Symbol 71654-ER
“Refined Qil of Nepeta cataria” 7% Lotion; EPA File Symbol 71654-EG

Page 2/a.

Page 2/b.

Page 3/c.

Page 3/d.

Page 3/e.

Page 3/f. CSF dated April 23, 2008 is correct. Refer to attached Volume 2 for revised
guideline study 880.1100 and 880.1200 (supersede 47003301)

Page 3/g. CSF and Volume 2 revised guideline study 880.1100 and 880.1200
(supersede 47003301)

Page 3/h. CSF blocks #5 and #6 completed

Page 3/11a. One-Year Storage Stability study (830.6313) — Time 0 results show zero of
the named component as expected. Study to be submitted at the end of the
one-year cycle. '

Page 3/1Ib. Refer to Volume 2; page 10 thru page 78

Page 3/Ilc. After step A2.3 (Refer to Volume 2); Each lot is visually examined for

' typical properties. A sample is taken for specific gravity measurement and is

analyzed for active ingredient following the Enforcement Analytical Method;
(MRID 470033020).

Page 3/11d. Its not clear that “other” components degrade. The submitted data is an
interim study. A one-year guideline study is_in progress. The magnitude of
“degradation” appears to be minor and is only reflected in the
dihydronepetalactone 3 levels. The analysis has been challenging and
refinements to applying the method to formulated lotions have been made
since submitting the cited data.

Page 3-4/1le

Page 4/111.a. Oxidation-Reduction: Not Required — the formula does not contain an
oxidizing-reducing agent. (Ref. 40CFR158.190; note #5)
Chemical Incompatability: Not Required — the formula is a ready-to-use end-
use formula which does not require dilution or mixing with other chemicals.
Explodability: Not Required — the formula is not potentially explosive. (Ref.
40CFR158.190; note #7)

Page 4/111b. One-year guideline storage stability and corrosion characteristics are in-
progress.

Page 5/1V. Efficacy study comments were addressed in the February 28, 2008

submission on the TGAI

19
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comments from the chemistry review.

In summary, the CSF used substitute ingredients which are on the EPA list
of inerts and have the same functional properties and are chemically
substantially similar.

Pleas let me know if these revised CSFs would be acceptable. If you do not
find this submission from May 8, 2008 in the files, I will re-submit.

Thank you for your help and have a fine weekend.

(See attached file: 20080422 15% HCO Lotion 8570-4.doc) (See attached file:
20080422 7% HCO Lotion 8570-4 2 pages F .doc)

Tom McEntee

978 312 1136

978 335 8055 CELL

----- Forwarded by Thomas C McEntee/AE/DuPont on 05/29/2009 04:23 PM -----

Thomas C
McEntee/AE/DuPont
To
05/28/2008 10:55 Hollis.Linda@epamail.epa.gov@DUPONT
AM _MHUB,
Wilkins.Raderrio@epamail.epa.gov
ce
Subject
Re: Resubmission of Information
71654 - ER and EG (Document link:

Thomas C McEntee)

(See attached file: 20080528 Resend cover letter inert Lotion
substitue.pdf)

Mr. Raderrio Wilkins,

Refer to the cover letter from May 8, 2008 and the added page from EPA DER
9/19/07. Following the November 20067 meeting with you, the formulas were
revised to substitute chemically and functionally equivelant ingredients
which are on EPA's list with the exception of one inert. This inert is the
subject of the submission to IIRB on April 30, 2008.

Tom McEntee
302 695 6856
978 335 8055 CELL

Hollis.Linda@epam
ail.epa.gov

To
05/13/2008 11:53 Thomas C McEntee/AE/DuPont@DuPont,

23



I believe that your submission
fact that there were deficienci
not addresses in your resubmiss
with the inerts group for clear
resubitted thus far remain defi
will elect to issue a can not g
—————— Original Message------
From: Thomas C McEntee

To: Raderrio Wilkins

To: Linda Hollis

Sent: May 13, 2008 11:06 AM
Subject: Fw: Resubmission of I

Mr. Raderrio Wilkins,

Thank you for your telephone ca
IIRB

has received the documents on t
which

affect the review cycle for the

Returning to the previous negot
catariaTechnical
and Manufcaturing Use Product (
the
PRIA date was May
for
re-submission. Extension of th
technical registration does not

30, 2008. W

Please let me know of any devel
suggestion of a November date f

Thank you for your attention to

Tom McEntee

302 695 6856

978 335 8055 CELL

----- Forwarded by Thomas C McE

Thomas C
McEntee/AE/DuPont
To

Wilkins.Raderrio@epamail.epa.gov
cc

Subject

Re: Resubmission of Information
71654-EN, ER, EG and EL

submitted late in addition to the

mutlined in our letter which you have
I am unclear as to your involvement

: however the information as

it. You may either renegotiate or we
Alternatively, you can withdraw.

‘mation 71654-EN, ER, EG and EL

I am still trying to confirm that
inlisted inert from our supplier,
l-use formulated lotions.

«d date for the Nepeta
4- EN) [EPA letter of Nov. 8, 2007],
't the target date of February 2008

.IA date out to November for the
m justified.

nts which are a basis for your
he technical registration.

* applications.

:/AE/DuPont on 05/13/2008 10:44 AM
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*Inert ingredient information may be entitled to confidential treatment*

05/06/2008 05:54 Hollis.Linda@epamail.epa.gov@DUPONT
DM _MHUB

cc

wilkins.raderrio@epa.gov

Subject

Re: Fw: Resubmission of
Information 71654-EN, ER, EG and EL
(Document link: Thomas C McEntee)

Ms. Linda Hollis,

Thank you for your e-mails. I will be completing the submissions on the
end-use formulas this week.

This is to confirm that I will request a renogotiated action date for
the

applications in the subject family, based on the complexity and date of
last submission.

"Refined 0il of Nepeta catariaTechnical and Manufcaturing Use Product"
EPA

File Symbol 71654-EN

“Refined 0il of Nepeta cataria” 15% Lotion; EPA File Symbol 71654-ER
“Refined 0il of Nepeta cataria” 7% Lotion; EPA File Symbol 71654-EG
“Refined 0il of Nepeta cataria” 7% Liquid; EPA File Symbol 71654-EU
*Refined 0il of Nepeta cataria” 15% Liquid; EPA File Symbol 71654-EL

Reference: EPA letter of October 17, 2007
EPA letter of August 29, 2007

EPA letter of April 16, 2008

EPA-Dupont November 8, 2007 meeting

(see attached file: |G

(e I \Sent by EPA Wireless E-Mail Services.

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean
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revised to substitute chemically and functionally equivelant ingredients

which are on EPA's list with the exception of one inert. This inert is the

subject of the submission to IIRB on April 30, 2008.

Tom McEntee
302 695 6856
978 335 8055 CELL

Hollis.Linda@epam
ail.epa.gov

To
05/13/2008 11:53 Thomas C McEntee/AE/DuPont@DuPont,
AM Wilkins.Raderrio@epamail.epa.gov
cc
Subject

Re: Resubmission of Information
71654-EN, ER, EG and EL

I believe that your submission was submitted late in addition to the
fact that there were defigiencies outlined in our letter which you have
not addresses in your resubmission. I am unclear as to your involvement
with the inerts group for clearance however the information as
resubitted thus far remain deficient. You may either renegotiate or we
will elect to issue a can not grant. Alternatively, you can withdraw.
—————— Original Message------

From: Thomas C McEntee

To: Raderrio Wilkins

To: Linda Hollis

Sent: May 13, 2008 11:06 AM

Subject: Fw: Resubmission of Information 71654-EN, ER, EG and EL

Mr. Raderrio Wilkins,

Thank you for your telephone call. I am still trying to confirm that
IIRB

has received the documents on the unlisted inert from our supplier,
which

affect the review cycle for the end-use formulated lotions.

Returning to the previous negotiated date for the Nepeta
catariaTechnical

and Manufcaturing Use Product (71654- EN) [EPA letter of Nov. 8, 2007},
the

PRIA date was May 30, 2008. We met the target date of February 2008
for

re-submission. Extension of the PRIA date out to November for the
technical registration does not seem justified.
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—~—

Please let me know of any developments which are a basis for your
suggestion of a November date for the technical registration.

Thank you for your attention to our applications. -

Tom McEntee

302 695 6856

978 335 8055 CELL )

————— Forwarded by Thomas C McEntee/AE/DuPont on 05/13/2008 10:44 AM

Thomas C

McEntee/AE/DuPont

To

05/06/2008 05:54 Hollis.Linda@epamail.epa.gov@DUPONT
PM __MHUB

EE

wilkins.raderrio@epa.gov

Subject

Re: Fw: Resubmission of
Information 71654-EN, ER, EG and EL
(Document link: Thomas C McEntee)}

Ms. Linda Hollis,

Thank you for your e-mails. I will be completing the submissions on the
end-use formulas this week.

This is to confirm that I will request a renogotiated action date for
the

applications in the subject family, based on the complexity and date of
last submission.

"Refined 0il of Nepeta catariaTechnical and Manufcaturing Use Product"
EPA

File Symbol 71654-EN

“Refined 0il of Nepeta cataria” 15% Lotion; EPA File Symbol 71654-ER
“Refined 0il of Nepeta cataria” 7% Lotion; EPA File Symbol 71654-EG
“Refined 0il of Nepeta cataria” 7% Liquid; EPA File Symbol 71654-EU
“Refined 0il of Nepeta cataria” 15% Liquid; EPA File Symbol 71654-EL

Reference: EPA letter of October 17, 2007
EPA letter of August 29, 2007

EPA letter of April 16, 2008

EPA-Dupont November 8, 2007 meeting

(see attached file: [N
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This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_disclaimer.html
i 7 &
@z] [ =

20080422 15% HCO Lotion 8570-4.doc 20080422 7% HCO Lotion 8570-4 2 pages F .doc

20080528 Resend cover letter inert Lotion substitue. pdf
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lﬁ Re: Fw: Refined Oil of Nepeta cataria -- Renegotiated PRIA Action Dates to
| the calenar year 2009 71654 - ER and EG [

Raderrio Wilkins to: Thomas C McEntee 05/27/2009 05:24 PM
Cc: Raderrio Wilkins, Andrew Bryceland

Dear Mr. McEntee,,

Per your request, the Agency's Inert Ingredient Assessment Branch (I|IAB) approved
your application for a new non-food use inert ingredient clearance for
. however, you have not complied with BPPD's request by submitting a new
inert ingredient request petition to IIAB for the other three chemicals
as requested in BPPD's deficiency letter (dated
11/13/08). Furthermore, BPB is awaiting Dupont Chemical Solutions Enterprise's response to
the Product Chemistry and Physical Property data deficiencies.

Your application as submitted under the Pesticide Registration Improvement Act (PRIA)
guaranteed you a regulatory decision for the action category (B60 (PRIA 1) of twelve months.
By regulation, the Agency is obiigated to give you 75 days (40 CFR 152.105) in which to
address the deficiencies identified above. However, the PRIA decision date of July 31, 2009
precedes the 75 day date (May 17, 2009) for you to submit the information requested above
and for BPPD to complete the review and make a regulatory decision. If applicable we will
need to renegotiate the your pria due date.

Alternatively, you may withdraw the application and resubmit when you have all the
information or the Agency will issue a can not grant letter under PRIA on or about July 31,
2009. You will still have 75 days from the date of this letter to submit the required information
before the Agency would withdraw your application because it is incomplete.

If the Agency does issue a letter stating it cannot grant your application under PRIA and
you submit the required information with 75 days, the Agency will continue to work on your
application, but it will not be subjected to PRIA time. Please contact immediately on (703)
308-1259 with your response.

Sincerely

Raderrio Wilkins

Thomas C McEntee  Mr. Raderrio Wilkins, Can you let me know if e... 05/27/2009 01:21:29 PM
From: Thomas C McEntee <Thomas.C.McEntee@usa.dupont.com>

To: Raderrio Wilkins/DC/USEPA/US@EPA

Date: 05/27/2009 01:21 PM

Subject: Fw: Refined Oil of Nepeta cataria — Renegotiated PRIA Action Dates to the calenar year 2009

71654 - ER and EG

Mr. Raderrio Wilkins,

Can you let me know if everything is satisfactory for finalizing notice of
registration by the re-negotiated dates.
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Thanks for your help.

Tom McEntee
978 312 1136
978 335 8055 CELL

————— Forwarded by Thomas C McEn 2/AE/DuPont on 05/27/2009 01:21 PM -----

Thomas C
McEntee/AE/DuPont

11/26/2008 12:44
PM

Ms. Linda Hollis,

To
Hollis.Linda@epamail.epa.gov@DUPONT
_MHUB

cc
wilkins.raderrio@epa.gov

Subject

Re: Refined 0il of Nepeta cataria
-- Renegotiated PRIA Action Dates
to the calenar year 2009 (Document
link: Thomas C McEntee)

This will confirm the negotiated 1ites are in calenar year 2009 as you have

detailed below.

Tom McEntee
302 695 6856
978 335 8055 CELL

Hollis.Linda@epam
ail.epa.gov

11/26/2008 12:07
PM

Thank you, but there are some er =

dates should be the following:

To
Thomas C McEntee/AE/DuPont@DuPont
cc
wilkins.raderrio@epa.gov
Subject

Re: Refined 0il of Nepeta cataria
-- Renegotiated PRIA Action Dates

The dates reflect year 2008. The
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71654-EN December 5, 2008
71654-EL and EU March 31, 2009

71654-EG and ER July 31, 2009 with the understanding that the Agency
may likely to renegotiate again if the the Agency is not in receipt of
all of the missing information, to include submission of the inert
information to the Registration division by February 28, 2009.

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202
hollis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit http://www.epa.gov/pesticides

Thomas C McEntee
<Thomas.C.McEnte

e@usa.dupont.com To
> Linda Hollis/DC/USEPA/US@EPA

cc
11/26/2008 12:00 Raderrio Wilkins/DC/USEPA/US@EPA
PM Subject

Refined 0il of Nepeta cataria --
Renegotiated PRIA Action Dates

Ms. Linda Hollis,

This is to confirm our November 26, 2008 telephone conference regarding
the

need to renegotiate PRIA dates for the following applications for
registration.

File Symbol Product Date

71654-EN Technical December 5, 2008 (accomodate review of new
active

ingredient fact sheet)

71654-ER 15% Lotion July 31, 2008 (acquire detail from
inert

supplier by Feb. 28, 2009 or further renegotiate)

71654-EG 7% Lotion July 31, 2008 (same as 71654-EG)
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71654 -EL 15% Liquid March 31
acute toxicolgy series)

71654-EU 7% Liquid March 31

acute toxicolgy series from 7165
All

47362603 -

Supplemental Efficacy Explanatic
If you have any questions, pleas
Thank you for your assistance wi
Enjoy the Thanksgiving Holiday.

Tom McEntee
302 695 6856
978 335 8055 CELL

This communication is for use by
information that may be Privileg
applicable law. If you are not t
formally notified that any use,

in whole or in part, is strictly
return e-mail and delete this e-
and conspicuously designated as
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transfers of data to third parti
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2008 (resolve disconnect on

2008 (resolve disconnect on
iL)
(re-review MRID

after the fact HSRB upgrades)
‘eel free to call or e-mail.

our application.

1@ intended recipient and contains
confidential or copyrighted under
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
MEMORANDUM
DATE: 29 APRIL 2009
SUBJECT: Refined Oil of Nepeta cataria — Assessment of Toddler Hand-to-Mouth

Exposure to Refined Oil of Nepeta cataria (Catnip) Applied Dermally as
an Insect Repellant.

PC Code: 004801 DP Barcode: D364141
MRID No.: None EPA File Symbol 71654-EG, -ER
Petition No.: None Regulatory Action: Section 3
Assessment Type: ORE Reregistration Case No.: None
TXR No.: None, Number, or See Table CAS No.: None
FROM: Mark I. Dow, Ph.D., Biologist Mb
Alternate Risk Integration Ass€ssment Team (ARIA)
Risk Integration Minor Use & Emergency Response Branch (RIMUERB)
Registration Division (RD) 7505P
THROUGH: John C. Redden, ARIA Team Leader &Q ((/
RIMUERB/RD 7505P
TO: Raderrio Wilkins, Risk Manager
Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division 7511P

INTRODUCTION

Under provisions in Section 3 of the Federal Insecticide, Fungicide and Rodenticide Act
(FIFRA), as amended, the E.I. du Pont de Nemours and Company has requested
registration of refined oil of Nepeta cataria for use as a dermal topical application as an
insect repellant. Two products are proposed: a 7.0 % active ingredient (ai) lotion and a
15.0 % ai lotion.

The Registration Division (RD) has been requested to assess toddler hand-to-mouth
exposure that might result from use of the formulation per label directions for use.
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The risk assessment techniques used in this document are those that have been developed
and refined by the HED/Office of Pesticide Programs' Science Policy Council for
Exposure (ExpoSAC). RD herein utilizes the same techniques as are HED's standard
operating procedures (SOP).

USE PATTERN SUMMARY

According to draft product labeling for the 7.0 % and 15.0 % lotion formulations,
directions for use include: “Dispense a small amount of lotion directly onto skin. Spread
uniformly to completely cover any exposed skin surface. Reapplication after six hours
may be necessary. When applying to children, dispense into an adults [sic] hand and then
spread evenly and completely over the child’s exposed skin taking care not to contact the
child’s fingers and hands.” The label also directs: “Do not apply over cuts or damaged
skin.” “Do not allow children to handle the product or apply it to themselves.”

Label claims include protection from or repellency to “mosquitoes”, “black flies”, “biting
flies” and ““a range of biting insects.”

DISCUSSION

As noted earlier, the assessment techniques utilized are derived from Health Effects
Division (HED) standard procedure. However, there are data utilized herein that are
taken from two documents from the Biopesticides and Pollution Prevention Division
(BPPD): (1. “BIOPESTICIDES REGISTRATION ACTION DOCUMENT - Refined
Oil of Nepeta casaria [sic] Hydrogenated Catmint Oil (HCO)” L. Hollis et al., 28 NOV
2008 and 2. Science Review and Human Health Risk Assessment in Support of the
Registration of the Insect Repellent Refined Oil of Nepeta cataria (TGAI), and two lotion
end-use products”, DP Code 338556, 339493, 339547, R. Gardner, 10 OCT 2007).

The refined oil is derived from the plant species Nepeta cataria commonly known as
catnip. According to Hollis et al. (2008), Refined Oil of Nepeta cataria is classified in
Acute Toxicity Category III for acute oral toxicity and primary eye irritation and in Acute
Toxicity Category IV for acute dermal toxicity, acute inhalation toxicity and skin
irritation. It is not a dermal sensitizer.

In Gardner, 2007, a dermal application rate is derived from performance dosimetry
studies. The application rate is 0.378 mg active ingredient/cm? (of skin). Gardner also
identified an acute (incidental) oral toxicological endpoint that is used here to assess
toddler oral hand-to-mouth exposure. The endpoint is identified from an acute
neurotoxicity study in the rat. The No Observable Adverse Effect Level (NOAEL) is 40
mg/kg. The effects seen were decreased motor activity on the day of dosing in males and
females (MRID 45977409).

The risk assessment technique used by RD is modified from the HED “Standard
Operating Procedures (SOPs) for Residential Exposure Assessments” 9.2.2
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“Postapplication Potential Dose Among Toddlers from Incidental Nondietary Ingestion
of Pesticide Residues on Pets from Hand-to-mouth Transfer.” (18 DEC 1997). The
modification is to account for the label directions v ich indicate reapplication may be
necessary after 6 hours (i.e., 2 treatments/day) and the occurrence of 1 Hand-to-Mouth
event/treatment. Thus, the factors used for assessment are:

PDR = (Rate * Dis * SA * FQ * EX * TR/ BW

PDR = Potential Dose Rate (mg/kg bw/day)

Rate = Rate of application (0.387 mg ai/cm?*/event)

Dis = Per cent dislodgeable residue (unitless 5.0) biologically available
SA = Surface area toddler first 3 digits (2 cm?)

FQ= Frequency of Hand to Mouth events (1 Event/treatment)

EX = Saliva extraction factor (% unitless = 50.0)

TR = Number treatments (2 treatments/day).

NOAEL = No Observable Adverse Effect Level (40 mg/kg bw/day)
MOE = Margin of Exposure (NOAEL/PDR).

0.378 mg ai/cm?/treatment * 0.05 (%) * 20 cm’ * 1 event/treatment * 0.50 (%) * 2
events/day +~ 15 kg bw = 0.0252 mg/kg bw/day

MOE = NOAEL/ADD thus 40 mg/kg bw/day/0.0252 mg/kg bw/day = 1,587.
CONCLUSIONS

The Agency’s level of concern is for Margins of Exposure < 100. Since the estimated
MOE is > 100, the proposed use does not exceed the level of concern. The factors used
for risk assessment are considered conservative (protective) in terms of the estimated rate
of application, estimated amount of available dislodgeable residue and estimated amount
of extraction by saliva. Since efficacy data indicate effect times of 6 hours, it is expected
that the formulation is not easily removed from the skin’s surface.

cc:M.Dow(RIMUERB)
RDI.J. Redden,
M.1.Dow:S7824:PY1:(703)305-5533:RIMUERB:7505P
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re: I -proval leter
Elizabeth Fertich Linda Hollis 03/04/2009 05:03 PM
Raderrio Wilkins, Pv Shah, Keri Grinstead, Karen Samek

This message has been replied to.

Linda,

| looked into your question on the other 3 inert ingredients on your CSF. We received and approved a new
nonfood request from d only. |read over Keri Grinstead's Jetter from
10/28/2008 and based on discussions with her, there are still outstanding inert deficiencies on the
Confidential Statement of Formula that have not been addressed || 2

remart unapproved inerts and we do not st.ow that any petitions have been received by the
Agency.

In addition, as indicated in Keri's letter. we still need fuil compositional information forq

to ensure that there are not other unapproved inerts
included in those trade name products. Compositional information needs to be on the manufacturers
company letterhead and includes the full product name and the chemical name, CAS No., and %(by wt) in
formulation of each component-components must total 100%. This information may be submitted directly
to the agency.

Please let me know if you need ar.y more information or have any questions.

Thanks,
Beth

Elizabeth Fertich

US Environmenta! Protection Agency
Office of Pesticide Programs
Registration Division (7505P)

Inert Ingredient Assessment Branch
fertich.elizabeth@epa.gov
703-347-8560

Linda Hollis Elizabeth: Raderrio Wilkins (the regulatory pers... 03/04/2009 03:05:31 PM
. From Linda Hollis/DC/USEPA/US
To: Elizabeth Fertich/DC/USEPA/US@EPA, Pv Shah/DC/USEPA/US@EPA
i Karen Samek/DC/USEPA/US@EPA
D 03/04/2009 03:05 PM

subect: e S -0\ eter

Elizabeth: Raderrio Wilkins (the regulatory person assigned to this case) has informed me thatthere.are
3 mo ¢ [ that are notapproved. Does your request contain a petition for only one. Raderfio has a
letter from Kerl Grirsizad Which STates what needs to be petitioned and therefore cleared. | really need to
get this clarified. Do you need a copy of the letter to check?

*Inert ingredient information may be entitled to confidential treatment*

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)

U.S. Environmenta! Protection Agency

One Potomac Yard
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% 'S Re: Catnip (EPA File Symbols 71654-EG and ER)
Raderrio Wilkins to: Linda Hollis 04/08/2009 12:41 PM

Linda,

To date, IIAB is not in receipt of any new inert ingredient requests, petitions or correspondences
regarding the three CAS numbers nor has the
registrant responded to the Agency's deficiency letter of November 13, 2008 (Product Chem., Uncleared
Inerts, Chemical identification etc..) |f | recall correctly, the inert reviewer was Ms Elizabeth Fertich, | will
contact her to obtain her review

Raderrio
Linda Hollis Raderrio: John Redden has agreed to do a Han... 04/08/2009 12:16:06 PM
From: Linda Hollis’/DC/USEPA/US
To: wilkins.raderrio@epa.gov
Date: 04/08/2009 12:16 PM
Subject: Catnip

Raderrio: John Redden has agreed to do a Hand to Mouth Assessment for the Catnip products. This
should determine how we move forward with the other products provided the inerts are cleared. You will

need to do two things and this is to be done immediately.

1. Contact PV Shahs group for the reviewer of the inerts petition and request a copy of the reviews.

2. Bean a copy of that information, our tox review and label to John Redden. He has agreed that you can
just give it to him straight. John may need additional information so please provide if he does.

Thirdly, | am unclear to date as to whether or not the supplier has petitioned the Agency for clearance for
the other inerts.

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202
hollis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit hitp://www.epa.gov/pesticides
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s  Re:Fw I A porovl letter
] Raderrio Wilkins to: Linda Hollis 03/04/2009 02:57 PM
Cc: andersen.janet

Linda,

Please resend the approval letter for ., | can open the attachment. In addition, the
products (EPA File Symbols 71654-EG and ER) contains three other chemicals
not approved for use as inert ingredients in pesticides. To my knowledge, |
am not aware of 1IAB being in receipt of any new inert ingredient requests, petitions or correspondences
regarding the three CAS numbers nor has the registrant responded to the Agency's deficiency letter of
November 13, 2008.

Sincerely,
Raderrio ,
Linda Hollis The I ) contained in th... 03/04/2009 02:09:29 PM
From: Linda Hollis/DC/USEPA/US
To: wilkins.raderrio@epa.gov
Cc: andersen.janet@epa.gov
Date: 03/04/2009 02:09 PM

Suect __F S ovrovei ot

The ) contained in the Catnip formulations have been cleared by the inerts
branch for non food use. See letter below. The registrant successfully petitioned the Agency. We should

be well on our way with completion for the remaining products.

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202
hollis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit hitp.//www.epa.gov/pesticides

— Forwarded by Linda Hollis/fDC/USEPA/US on 03/04/2009 02:07 PM ——

From: Elizabeth Fertich/DC/USEPA/US
To: Linda Hollis/DC/USEPA/US@EPA

ce: Pv Shah/DC/USEPA/US@EPA, Karen Samek/DC/USEPAIUS@EPA
Date: 03/04/2009 02:01 PM

Subject: Y A proval letter
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Hi Linda,

Here is the copy of the approval letter you requested when speaking to Karen Samek. If you need
anything else please let me know.

[attachment "Acceptance letter for || pdf" deleted by Linda Hollis/DC/USEPA/US]

Thanks,
Beth

Elizabeth Fertich

US Environmental Protection Agency
Office of Pesticide Programs
Registration Division (7505P)

Inert Ingredient Assessment Branch
fertich.elizabeth@epa.gov

703-347-8560
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Thomas C McEntee To Linda Hollis/DC/USEPA/US@EPA

< .C. .
pont e cEnee@usad cc Raderrio Wilkins/DC/USEPA/US@EPA

11/26/2008 12:44 PM bec

Subject Re: Refined Oil of Nepeta cataria -- Renegotiated PRIA
Action Dates to the calenar year 2009

Ms. Linda Hollis,

This will confirm the negotiated dates are in calenar year 2009 as you have
detailed below.

Tom McEntee
302 695 6856
978 335 8055 CELL

Hollis.Linda@epam
ail.epa.gov

To
11/26/2008 12:07 Thomas C McEntee/AE/DuPont@DuPont
PM ' cc
wilkins.raderrio@epa.gov
Subject

Re: Refined 0il of Nepeta cataria
-- Renegotiated PRIA Action Dates

Thank you, but there are some errors. The dates reflect year 2008. The
dates should be the following:

71654-EN December 5, 2008
71654-EL and EU March 31, 2009

71654-EG and ER July 31, 2009 with the understanding that the Agency
may likely to renegotiate again if the the Agency is not in receipt of
all of the missing information, to include submission of the inert
information to the Registration division by February 28, 2009.

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Officé of Pesticide Programs (7511P)

U.S. Environmental Protection Agency

One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202
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hollis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit http://www.epa.gov/pesticides

Thomas C McEntee
<Thomas.C.McEnte

e@usa.dupont.com
>

11/26/2008 12:00
PM

Ms. Linda Hollis,

This is to confirm our November 26,
the

To
Linda Hollis/DC/USEPA/USG@EPA
cc
Raderrio Wilkins/DC/USEPA/US@EPA
Subject
Refined 0il of Nepeta cataria --
Renegotiated PRIA Action Dates

2008 telephone conference regarding

need to renegotiate PRIA dates for the following applications for

registration.
File Symbol Product Date
71654-EN Technical December 5, 2008 (accomodate review of new
active
ingredient fact sheet)
71654-ER 15% Lotion July 31, 2008 (acquire detail from
inert
supplier by Feb. 28, 2009 or further renegotiate)
71654-EG 7% Lotion July 31, 2008 (same as 71654-EG)
71654-EL 15% Liquid March 31, 2008 (resolve disconnect on
acute toxicolgy series)
71654-EU 7% Liquid March 31, 2008 (resolve discouunect on
acute toxicolgy series from 71654-EL)

All (re-review MRID
47362603 -

Supplemental Efficacy Explanations; after the fact HSRB upgrades)

If you have any questions, please feel free to call or e-mail.

Thank you for your assistance with our application.

Enjoy the Thanksgiving Holiday.

Tom McEntee
302 695 6856
978 335 8055 CELL
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This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_disclaimer.html

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francalis Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_disclaimer.html
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\N"OHMNS',

" <D ST,
S Mg
% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
M 8 WASHINGTON, D.C. 20460
<
< < .
%Q PRO“"O

NOV 13 -znna

DuPont Chemical Solutions Enterprise /y/b%
c/o Thomas C. McEntee w W W /’
P.O. Box 80402

W -
Wilmington, DE 1988-0402 A‘f’jr 4”}/

Re:  Application for a new Biochemical pesticide Registration

Refined Oil of Nepeta cataria M 4_/1"’ a"""

EPA File Symbol. No.: 71654-EN (TGAI), -EG , -ER, - ' /O/J If"ﬂ//
PRIA Due Date November 30, 2008 g
Dear Mr. McEntee:

Please refer to my email dated May 28, 2008 and deficiency letter dated April 16, 2008.
Your application remains deficient and we can not proceed with reviewing your application for
the end use formulations with the inert clearance issue being unresolved. We renegotiated the
Pria due dates for your products to reflect a date of November 30, 2008 with the understanding
that you would address the “all” of the deficiencies identified in the Agency’s letter dated
October 16, 2007, along with submitting the materials necessary for the Inerts Branch to review
and possibly resolve. BPPD was informed by Karen Angulo and Prakesheka-Shah of the Inerts
Branch that you have not submitted the requested information in a formal request or petition to
have the inerts reviewed for clearance.

Therefore, your applications for Biopesticide registrations referred to above, submitted in
connection with registration under the Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA), as amended, are not acceptable at this time. The Human Health Studies, however are
acceptable and satisfy the tier 1 biochemical data requirements for the TGAI and End-Use
products. The Product Chemistry and Product Performance data are not acceptable for the
following reason(s):

L CSF

EPA File Symbol 71654-EG (7% Lotion)
a. Provide a complete address and CAS registry number for the component |||l

b. Please change the CAS No. for [
-

Internet Address (URL) @ http://www.epa.gov
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*Inert ingredient information may be entitled to confidential treatment*

¢. Please provide a CAS No. for the active ingredient.
o.

are not on the most recent on-line inert
ingredients list (August 2004). Please provide alternate components that are on the

EPA inert ingredients list or provide information to the inert ingredients branch
(ILAB) for listing these (contact in [IAB - Kerry Leifer, leifer.kerry@epa.gov).

e. Please provide the chemical identities for ||| G

I on the CSF.

f. Please address the discrepancy of why the content of ||| G
given on the CSF does not match the

content given in MRID 47003301.
g. Please address the discrepancy of why the supplier for |||l
I ziven on the CSF does not match the supplier given in MRID
47003301.
h. Please complete blocks 5. and 6. of the CSF.
EPA File Symbol 71654-ER (15% Lotion)
a. The same conditions and concems reported for the 7% lotion (above) apply for the
15% lotion.
II. PRODUCT CHEMISTRY
File Symbol 71654-EG (7% Lotlon)
a. Please provide a rationale for the increase in percent weight of ||| i~ the
7% lotion when compared to the TGAL

b. Submit MSDSs or specification sheets for the all beginning materials, including
those present as components in the mixtures.

¢. Submit quality control procedures for the formulation process.
d. Please address the observation that extended storage at ambient conditions (25°C

and 60% RH) results in the degradation of dihydronepetalactone and other
components.
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*Inert ingredient information may be entitled to confidential treatment*

e. Please submit information regarding the following inert ingredients (below) that
are not on the most recent EPA inert ingredients list (August 2004).

BPPD recommends that the EPA inert ingredients branch (IIAB) be contacted for more
information (contact in IIAB — Pv Shah, Shah.Pv(@epa.gov).

File Symbol 71654-ER (15% Lotion)
a. The same deficiencies outlined for the 7% lotion (above) apply for
the 15% lotion.

III. PHYSCIAL PROPERTIES

File Symbol 71654-EG (7% Lotion)
a. Please address oxidation/reduction: chemical incompatibility and
explodability.

b. Submit storage stability and corrosion characteristics tests upon their
completion.

File Symbol 71654-ER (15% Lotion)

a. The same deficiencies outlined for the 7% lotion (above) apply for
the 15% lotion.

2. Tier I Toxicity studies are ACCEPTABLE.

3. Tier I Non-Target studies have not been submitted by the registrant. EPA expects that the use
pattern of this product as an insect repellent will preclude significant adverse exposure to
nontarget organisms. Please address the data requirements by submitting data or a request to
waive the data requirement (the data matrix must reflect this request along with MRIDs and
rationale for waiving).

IV. PRODUCT PERFORMANCE
a. Please provide detailed discussion on the statistics employed to analyze the
data.
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b. Please address the inconsistencies concerning the amount of test material
applied to subjects.

c. It is not clear whether the landing rates for the whole body counts are based on
1 minute exposure taken for 1. This information regarding landing rates must
be noted in the results table (Appendix IV).

d. The test sites were not monitored for incidences of mosquito-borne disease
prior to testing.

Your application as submitted under the Pesticide Registration Improvement Act (PRIA)
guaranteed you a regulatory decision for the action category (B60) of twelve months. By
regulation, the Agency is obligated to give you 75 days (40 CFR 152.105) in which to address the
deficiencies identified above. However, there is not enough time remaining before the PRIA
decision date of November 30, 2008 for you to submit the information requested above and for
BPPD to complete the review and make a regulatory decision. The deficiencies outlined above
for the three end use products in addition to review and clearance of the inert ingredients
contained in the proprietary blend will require EPA review and regulatory decision making of 8
months post the date that the information is resubmitted to the Agency.

Therefore, you may renegotiate the due dates for the three products above, or withdraw
the applications and resubmit when you have all the information or the Agency will issue a can
not grant letter under PRIA on or about November 30, 2008. You will still have 75 days from the
date of this letter to submit the required information before the Agency would withdraw your
application because it is incomplete.

If the Agency does issue a letter stating it cannot grant your application under PRIA and
you submit the required information with 75 days, the Agency will continue to work on your
application, but it will not be subjected to PRIA time. Please contact Mr. Raderrio Wilkins, the
Regulatory Action Leader for this product immediately from the date of this letter at (703) 308-
1259 with your response. Again, we will require an extension time of 8 months post the date that
you expect to make a full resubmission of the information. We can not renegotiate the date
based on a partial submission. You should allow yourself adequate time for your supplier of the
proprietary blend to make the submission (officially) to the Agency in addition to enough time
for Dupont to address the above the deficiencies. We must have confirmation of a renegotiated
due date from you via email by the close of business on November 20, 2008.

As stated above, the request for clearance of the components in the proprietary blend
must be submitted to the Agency from the supplier. The EPA has communicated with your
supplier and has indicated what information the Agency will need. Given that this information is
confidential, we can tell you that the request must be officially submitted to the Agency to the
attention of the Inerts Branch of the Registration Division. The request will be for a petition and
must state so. The request or formal submission must petition the Agency for food or non food
clearance and must contain the components and amount in the blend. Once received and deemed
sufficient, this request for clearance will be scheduled. I strongly suggest that you coordinate the
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Thomas C McEntee To Linda Hollis/DC/USEPA/US@EPA

<Thomas.C.McEnt d
upo:t'.'::ao?ni cEntee@usa cc Raderrio Wilkins/DC/USEPA/US@EPA

11/05/2008 09:31 AM bee
Subject Re: Status of Catnip Pending product applications

Ms. Linda Hollis,

Thank you for the e-mail. I look forward to the receipt of the deficiency
letters.

I have been in contact with—after he was able to return to his
office following Hurricane Ike.

I do expect to submit a renegotiated PRIA date for the formulations which
you have been handling. I'll endeavor to detail the date at which we
expect to submit the information on the inert or have it submitted directly
to you.

Thank you for all of your efforts with the applications and successful
completion of the technical grade product.

Tom McEntee
302 695 6856
978 335 8055 CELL

To
Thomas C McEntee/AE/DuPont@DuPont
cc
wilkins.raderrio@epa.gov
Subject
Status of Catnip Pending product
applications

*Product ingredient source information may be entitled to confidential treatment*

Dear Mr. McEntee: I am providing to you the status of the Catnip

pending applications. I do have good news and will provide that for you “ ? 2
first. The techncial product application will be registered by the pria
due date of November 30, 2008. With regard to all of the he remaining
end U S which will be formulated with TGAI material, they are
deficient and will need to be renegotiated. For s time now there has
been a serious issue with regard to one of the inert components in the
formulations, i.e., the propiertary blend, the components of this blend
unfortunately are not cleared. We have been in communication with you
earlier this year and Karen Angulo did provide you with guidance as to
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*Product ingredient source information may be entitled to confidential treatment*

how to proceed with the supplier of this blend. If fact, we do have
record of contact with_ who has provided us with
information, but unfortunately, not what we need. Communication on the
part of—did cease, and for that reason, we still are unable
to process or clear the components of the blend. You will be receiving
a detailed deficiency letter in the mail within the next week. However,
I need to communicate to you your regulatory options. You will either
need to renegotiate the due date for this products to be in line with
how soonhwill be able to make the formal request to the
inerts branch as to what is needed and submit the information, in
addition to addressing the data deficiencies that still remain with this
products. Again, is aware of what is needed and how to
submit as told to him by EPA staff in the Inerts Branch. This
information must come directly from the supplier. Should you not
renegotiate and not make contact with the Agency, either myself or Mr.
Wilkins, then we will proceed with the issuance of a can not grant
letter by or on November 30, 2008. As explained to you in earlier
letters, a can not grant letter will essentially put you out of a
scheduled work frame, i.e., no longer pria. We can still work on your
application, but there will be no scheduled time. Should you elect to
renegotiate the date, keep in mind that Inert Clearance falls within the
scope of the Registration Division. They have indicated that they will
need four to five months to clear this inert, this time should be added
to the amount of time that BPPD will need to conduct review (of the
resubmitted information per the deficiency letter that is to come) and
make a regulatory decision. Having said this, the total amount of
renegotiated time will most likely be 8 months.

Your urgent response is requested.

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202
hollis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit http://www.epa.gov/pesticides

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

oL T WASHINGTON, D.C. 20460
H 3
%‘e,““"“ff; OFFICE OF PREVENTION,
¥ engrE PESTICIDES, AND TOXIC SUBSTANCES
October 28, 2008
MEMORANDUM

Subject: Inert Ingredient Review of the proposed Confidential Statements of Formula for
71654-EG (12/5/2006) and 71654-ER (10/19/2006)

From: Keri Grinstead
Inert Ingredient Assessment Branch
Registration Division

To: Raderrio Wilkins
Biopesticides and Pollution Prevention Division

The Inert Ingredient Assessment Branch (IIAB) has reviewed the inert ingredients on the
proposed Confidential Statements of Formula for the products listed above. Based on
this review, IIAB confirms that the following CAS numbers remain not approved for use
as inert ingredients in pesticide products:
Any trade name or proprietary blend products containing these
CAS numbers are also not approved for use as inert ingredients. Additionally, the CAS
number listed for is not valid and the Agency is lacking full
compositional information for the following trade name products:
. Full compositional information for trade
name products is necessary for the Agency to verify/review the components for approval.

Some information was received by 11AB for ||l however, this information
was determined to be insufficient for further IIAB review. The submitter was notified
that additional information was necessary and, to date, no further response or information
has been received regarding this CAS number. Additionally, IIAB has not received any
new inert ingredient requests, petitions, or correspondence regarding the other three CAS
numbers

Based on this information, the above CAS numbers remain ineligible for use as inert
ingredients in pesticide products. For future reference, all inert ingredients on a proposed
CSF must be approved for the product’s labeled uses prior to the Agency granting a
registration.
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Raderrio To Linda Hollis/DC/USEPA/US@EPA
Wilkins/DC/USEPA/US

09/30/2008 06:15 PM

cc
bce

Sut U and

Linda,

Per your request, I summarized the status of the Catnip products for your information (details
listed below).

EPA File Symbol 71654-EN (TGAI):

1. The registrant addressed the Product chemistry for the TGAI in MRIDs (47362601 and
47362602).

2. The registrant must submit storage stability and corrosion characteristics tests.

3. The Tier I Toxicity studies have previously been termed ACCEPTABLE (Gardner to Wilkins
10/04/07; Wilkins to McEntee 10/16/07). DuPont submitted a discussion (MRID 47362604) that
addressed the questions EPA had regarding a positive mouse lymphoma assay. The discussion
provided an ACCEPTABLE r )nale for the TGAI being non-genotoxic and explores the
concept of false test positives a.... weight of the evidence.

4. Although product performance data is not required for the registration of the TGAI (Refined
oil of Nepeta cataria ), however DuPont responded to the study deficiencies by submitting a
supplement (MRID 47362603) to the previously submitted UNACCEPTABLE study. The
supplement satisfactorily addressed the scientific deficiencies present in the original
studies, however ethical issues still have not been resolved and may need further review
‘ (Classification remains UNACCEPTABLE, but upgradable).

In particular, ethical questions involve, but are not limited to:

1) The use of employees of Insect Control & Research in mosquito bite-testing,

2) The lack of monitoring information on local mosquito-borne vectors prior to testing,

3) Other issues identified in a previous review (Fuentes to Wilkins 10/04/07).

Sincerely,
Raderrio
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*Inert ingredient information may be entitled to confidential treatment*

1l imda Hallia/MONICEDANIQ TO -Thomas C McEntee-
<Thomas.C.McEntee@usa.dupont.com>, Pv

Shah/DC/USEPA/US@EPA, Karen
cc Raderrio Wilkins/DC/USEPA/US@EPA

bcc
Subject Re: e-courtesy copy —~ formal request to add inertd

It has been noted that this is a courtesy copy. The Agency will act on an
official copy submitted to the document processing center per my last email to
you. Once submitted, the -nerts branch will determine if the information is
sufficient to review.

@ ==c=cocosssssso=s \Sent by EPA Wireless E-Mail Services.

————— Original Message -----

From: Thomas C McEntee [Thomas.C.McEntee@usa.dupont.com]
Sent: 05/28/2008 04:45 PM AST

To: Pv Shah; Karen Angulo

Cc: Linda Hollis; Raderrio Wilkins

Subject: e-courtesy copy -- formal request to add inert

Dr. PV Shah and Ms. Karen Angulo,
The attached file was expressed to IIAB today.
If you have any questions, please feel free to call or e-mail.

(See attached file: 20080528 BINDER Signed Cover PV Shah 7% and 15% LOTIONs
.pdf)

Tom McEntee
302 695 6856
978 335 8055 CELL

Hollis.Linda@epam
ail.epa.gov
To
Thomas C McEntee/AE/DuPont@DuPont
CE
Wilkins.Raderrio@epamail.epa.gov,
Shah.Pv@epamail.epa.gov,
andersen. janet@epa.gov
Subject
Re: Resubmission of Information
71654 - ER and EG

64




Dear Mr. McEntee:

Your application remains to be deficient and we can not N

warriane Af bla amnT i mabfams Easw +h~ ond use formulations
We renegotiated the r
November 2008 with the understanding
Chine mis v miiy v iie MRA et e sa cessary for the Inerts Branch to

review and possibly resolve the inerts issue were in house and w_ e in
the queue. I have learned as of yesterday in a conversation with both
Karen Angulo and Prakashcha Shah (Pv Shah) of the Inerts Branch that you
have not submitted a formal request or petition to have the inert
reviewed for clearance. You indicated in ar email to Karen Angulo
information that you intended to present at _1e presubmission meeting
scheduled for April 23, 2008. Unfortunately, you did not show up for
the meeting and the Inerts Branch has to date not received y for -7
submission from you. It is also unclear from your email to karen angulo
whether or not your interest lies in clearance for a food or non food
use. At any rate, the email to K. Angulo, does not suffice or negate
the need for you to make a formal submission. The information submitted
in the email, per the Inerts group is not sufficient for them to
consider, further, your request, per the Inerts Group is not currently
on their schedule. 1In order for the Inerts Group to review your
request, they will need an official/formal request/petition. The Inerts
group will not add you to their schedule until your and successfully
completed the following steps:

1) submit a formal submission (non-food) and or petition (food) to
IIAB, and;

2) It is determined by the Inerts Group that it is sufficient to
work on. When this determination is made, the Inerts group may be able
to give you an estimated completion timeframe.

This missing information will affect your new due date as the '~ frame
B e T . . I T T A - N T D | k’\’\‘n
Y

Y

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202
hollis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit " :ip://www.epa.gov/pesticides

Thomas C McEntee
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<Thomas .C.McEnte
e@usa.dupont.com T

> Linda Hollis/DC/USEPA/USGEPA,
Raderrio Wilkins/DC/USEPA/US@EPA
05/28/2008 10:55 cc
AM
Subject

Re: Resubmission of Information
71654 - ER and EG

(See attached file: 20080528 Resend cover letter inert Lotion
substitue.pdf)

Mr. Raderrio Wilkins,

Refer to the cover letter from May 8, 2008 and the added page from EPA
DER

9/19/07. Following the November 20067 meeting with you, the formulas
were

revised to substitute chemically and functionally equivelant ingredients

which are on EPA's list wi . the exception of one inert. This inert is
the

subject of the submission to IIRB on April 30, 2008.
Tom McEntee

302 695 6856
978 335 8055 CELL

Hollis.Linda@epam

ail.epa.gov

To

05/13/2008 11:53 Thomas C
McEntee/AE/DuPont@DuPont,

AM Wilkins.Raderrio@epamail.epa.gov
cc
Subject

Re: Resubmission of Information

71654-EN, ER, EG and EI
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I believe that your submission was submitted late in addition to the
fact that there were deficiencies outlined in our letter which you have
not addresses in your resubmission. I am unclear as to your involvement
with the inerts group for clearance however the information as
resubitted thus far remain deficient. You may either renegotiate or we
will elect to issue a can not grant. Alternatively, you can withdraw.
—————— Original Message------

From: Thomas C McEntee

To: Raderrio Wilkins

To: Linda Hollis

Sent: May 13, 2008 11:06 AM

Subject: Fw: Resubmission of Information 71654-EN, ER, EG and EL

Mr. Raderrio Wilkins,

Thank you for your telephone call. I am still trying to confirm that
IIRB

has received the documents on the unlisted inert from our supplier,
which

affect the review cycle for the end-use formulated lotions.

Returning to the previous negotiated date for the Nepeta
catariaTechnical

and Manufcaturing Use Product (71654- EN) [EPA letter of Nov. 8, 20071,
the

PRIA date was May 30, 2008. We met the target date of February 2008
for

re-submission. Extension of the PRIA date out to November for the
technical registration does not seem justified.

Please let me know of any developments which are a basis for your
suggestion of a November date for the technical registration.

Thank you for your attention to our applications.

Tom McEntee

302 695 6856

978 335 8055 CELL

————— Forwarded by Thomas C McEntee/AE/DuPont on 05/13/2008 10:44 AM

Thomas C

McEntee/AE/DuPont

To

05/06/2008 05:54 Hollis.Linda@epamail.epa.gov@DUPONT
PM _MHUB

cc

wilkins.raderrio@epa.gov

Subject

Re: Fw: Resubmission of
Information 71654-EN, ER, EG and EL
(Document link: Thomas C McEntee)
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*Inert ingredient information may be entitled to confidential treatment*

Ms. Linda Hollis,

Thank you for your e-mails. I will be completing the submissions on the
end-use formulas this week.

This is to confirm that I will request a renogotiated act__ 1 ¢___ for
the

applications in the subject family, based on the complexity and date ..
last submission.

"Refined 0il of Nepeta catariaTechnical and Manufcaturing Use Product”
EPA

File Symbol 71654-EN

*Refined 0il of Nepeta cataria” 15% Lotion; EPA File Symbol 71654-ER
*Refined 0il of Nepeta cataria” 7% Lotion; EPA File Symbol 71654-EG
*Refined 0il of Nepeta cataria” 7% Liquid; EPA File Symbol 71654- ™"
*Refined 0il of Nepeta cataria” 15% Liquid; EPA File Symbol 71654-c.

Reference: EPA letter of October 17, 2007
EPA letter of August 29, 2007

EPA letter of April 16, 2008

EPA-Dupont November 8, 2007 meeting

(see attached file: (NN

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify t° sender by
return e-mail and delete this e-mail from your system. Unless exr™“:itly
and conspicuously designated as "E-Contract In*~nded", this e-mai. does
not constitute a contract offer, a contract am..dment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_discl-*—er.html
(See attached file: 20080528 Resend cover letter ..srt Lot*-—
substitue.pdf) [attachment "20080528 Resend cover letter inc.. Lotion
substitue.pdf" deleted “-- Thomas C McEntee/AE/DuPont]

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this :-mail,

69




70



71



Page 72 - *Inert ingredient information may be entitled to confidential treatment*



entitled to confidential treatment*

*Inert ingredient information may be

Karen Angulo/DC/USEPA/US To Linda Holliss/DC/USEPA/US@EPA

05/27/2008 03:43 PM ‘ cc Raderrio Wilkins/DC/USEPA/US@EPA, Pv
Shah/DC/USEPA/US@EPA
bce

Subject Fw: confirmation of receipt and pre-submission conference
*Refined Oil of Nepeta cataria” 15% Lotion; EPA File Symboli
71654-ER “Refined Oil of Nepeta cataria® 7% Lotion; EPA
File Symbol 71654-EG

Hello Linda,

Here is the email from Tom McEntee. it appears he is interested in food and non-food approval, but this is
not clear. This is what he was going to explain during the pre-submission meeting in April, but he
canceled that meeting. The next thing we received from him was the email below. We need him to submit
more than what he has and submit a formal reques¥petition. What he has sent is not sufficient for us to
consider. His request is not currently on our schedule, and will not be added to our schedule until he 1)
submits his formal submission (non-food) and or petition (food) to IIAB, and 2) we determine it is sufficient
to work on. At that time we may be able to give you an estimated completion timeframe.

Thanks,

Karen Angulo

US Environmental Protection Agency
Office of Pesticide Programs

Registration Division (7505P)

Inert Ingredient Assessment Branch (I!AB)
703-306-0404

angulo.karen@epa.gov

-—- Forwarded by Karen Angulo/DC/USEPA/US on 05/27/2008 03:28 PM —

Thomas C McEntee
<Thomas.C.McEntee@usa.d To Karen Angulo/DC/USEPA/US@EPA

upont.com>
cc Raderrio Wilkins/DC/USEPA/US@EPA

05/09/2008 12:57 PM
Subject confirmation of receipt and pre-submission conference
*Refined Oil of Nepeta cataria® 15% Lotion; EPA File Symbol
71654-ER °“Refined Oil of Nepeta cataria® 7% Lotion; EPA
File Symbol 71654-EG

(See attached file: - Letter of Authorization _.pdf)

*Refined 0il of Nepeta cataria” 15% Lotion; EPA File Symbol 71654-ER

"Refined 0il of Nepeta cataria” 7% Lotic EPA File Symbol 71654-EG

Hello Karen,

Can you let me know if it can be confirmed that a re-qualification has been
initiated relative to the product mentioned in the above letter? Can we
discuss by phone or schedule a conference to get an estimate of the time
required for your branch to complete the risk assessment? Do you need any
other information to link the submission to our application?
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BPPD has indicated the need to allow time for your assessment, s0 in order
to negotiate a new PRIA target date, I wc-'4 like to get your estimates.

I am still trying to finalize access to confidential information for other
inert ingredients for a pre-application consultation. These different
ingredients would be required for completely different technology than the
immediate situation with the resubmissions.

Thank you for your assisstance to our applications.

Tom l._intee
302 635 6856
978 335 8055 CELL

Angulo.Karen@epam
ail.epa.gov
To
04/15/2008 12:37 Thomas C McEntee/AE/DuPont@DuPont
PM cc
S--*,Pv@epamail.epa.gov,
Leirer.Kerry@epamail.epa.gov,
Samek .Karen@epamail.epa.gov,
Grinstead.Ker*®P=pa~-il ::pa.gov,
Martin.Kathle_._3ep. 1il »Ha.gov
Subject
Re: Thank you and request for
Pre-Submission Conference.

Hello

I scheduled your pre-submission meeting for ne-* Wednesd y, Ap: '~ 23rd,
from 1 - 2 pm. Schedules are tight and that is che bes. day/t.ue 0of the
days you proposed. If this is not convenient for you, lets try for the
following week. Would you like to do this via conference :all?

Thank you,

Karen Angulo

US Environmental Protection Agency
Office of Pesticide Programs
Registration Division (7505P)

Inert Ingredient Assessment Branch (IIAB)
703-306-0404

angulo.karen@epa.gov
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Thomas C McEntee

<Thomas.C.McEnte

e@usa.dupont.com To
> Karen Angulo/DC/USEPA/US@EPA

cc
04/09/2008 05:25

PM Subject
Re: Thank you and request for
Pre-Submission Conference.

Karen,
Thank you for the prompt reply,
I will be in the area on April 16 and 17th. I could meet on Wed. -2

16th ’

after 2:00 or break away from the ACC-biocides Panel meeting on Thursday
17th.

Alternatively, April 22/Tuesday or April 23/Wednesday.
Thanks for your consideration.
Tom McEntee

302 695 6856
978 335 8055 CELL

Angulo.Karen@epam

ail.epa.gov

ToO
04/09/2008 04:49 Thomas C McEntee/AE/DuPont@DuPont
PM
cc
leifer.kerry@epa.gov,
shah.pv@epa.gov
Subject

Re: Thank you and request for

Pre-Submission Conference.
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Hello,

We are happy to schedule a pre-submission meeting for you. It woul: be
helpful if you let me know several dates that you are interested in.

Thank you,

Karen Angulo

US Environmental Protection Agency
Office of Pesticide Programs
Registration Division (7505P)
703-306-0404

angulo.karen@epa.gov

Thomas C McEntee
<Thomas .C.McEnte

e@usa.dupont .com To
> Pv Shah/DC/USEPA/US@QEPA, Karen
Angulo/DC/USEPA/USG@EPA, Kerry
04/09/2008 01:15 Leifer/DC/USEPA/US@GEPA
PM cC
Subject

Thank you and request for
Pre-Submission Conference.

P.V. , Karen and Kerry,

Thank you and your staffs for the very illuminating meeting yesterday,
The

progress you are making wiill be a huge help in or efforts to dev " p
and

register newer technology. The uncertainty around inerts has been a
major

disincentive to investing in safer, more sustainable formulas i
product

forms.

This e-mail is also a request for a pre-submission meeting to discuss
requirements for the following three projects with inert issues:
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*Inert ingredient information may be entitled to confidential treatment*

-

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_disclaimer.html
[attachment "Pages 4&8 from Nepeta Product Chem DER Nov 2007.pdf"
deleted by Karen Angulo/DC/USEPA/US] [attachment "cloroxpcol_final.pdf"
deleted by Karen Angulo/DC/USEPA/US]

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of thi-~ e-mail,
in whole or in part, is strictlyv »~rohibited. Please notify tk_ sender ™~
return e-mail and delete this e-...il from your sy<tem. Unless explicit_,
~~1 conspicuously designated as "E-Contract Inter :(d", this e-mail does
noc constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Kc¢ an
http://www.DuPont.com/corp/email_disclaimer.html

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Cont~-~t Intended", T"is e-mail does
not constitute a contract offer, a cont.a.t amendment, ur an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purpos - or for
transfers of data to third parties.

Franc ‘s Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/~~~*1_disclaimer.html

|
R L <t of Authorization [ <
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(A). Renegotiate the due date for all of the above actions and consider the time
that it will take for you to make a separate application to the Agency for inert
clearance and have the Agency to conduct review. It is important to note that you
can negotiate the due date for a time frame that you feel is feasible, regardless of
the length.

(B). Withdraw the applications until such time when you have addressed the
deficiencies and have all of the data to submit.

(C). Reformulate the product so that all inert ingredients have been cleared.
Should you elect this method, you will run the risk of having to withdraw the
pending products given that we have already conducted primary reviews and the
fact that the formulations may not be substantially similar.

Your application as submitted under the Pesticide Registration Improvement Act
(PRIA) guaranteed you a regulatory decision for the action category (B60) of twelve
months. By regulation, the Agency is obligated to give you 75 days (40 CFR 152.105) in
which to address the deficiencies identified above. However, there may not be enough
time remaining before the PRIA decision date of May 30, 2008 for you to submit the
information requested above and for BPPD to complete the review and make a regulatory
decision. While these are the major deficiencies that are associated with your
application, BPPD is still reviewing other portions of your package.

Therefore, you may renegotiate the due dates for the five products above, or
withdraw the application and resubmit when you have all the information or the Agency
will issue a can not grant letter under PRIA on or about May 30, 2008. You will still have
- 75 days from the date of this letter to submit the required information before the Agency
would withdraw your application because it is incomplete.

If the Agency does issue a letter stating it cannot grant your application under
PRIA and you submit the required information with 75 days, the Agency will continue to
work on your application, but it will not be subjected to PRIA time. Please contact Mr.
Raderrio Wilkins, the Regulatory Action Leader for this product immediately from the
date of this letter at (703) 308-1259 with your response.

incerely, / |
oy

Linda Hollis, Chief
Biochemical Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511P)
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Linda Hollis/DC/USEPA/US To Thomas C McEntee
03/13/2008 11:51 AM <Thomas.C.McEntee@usa.dupont.com>
cc Driss Benmhend/DC/USEPA/JUS@EPA, Raderrio
Wilkins/DC/USEPA/US@EPA
bcc

Subject Resubmission of Information 71654-EN, ER, EG and ELB)

Dear Mr. McEntee:

I understand that you have been in conversation with Raderrio Wilkins of my staff regarding the
fact that data that was to be submitted (in agreement between Dupont and the Agency) by the end of
February to address deficiencies in the above product has only arrived within the past week [t should be
noted that there were 86-5 deficiencies that you have responded to and at this time do not know if the data
are 86-5 compliant. This delay in submission prompted our need to renegotiate the due date for all of the
above products because too much time has now lapsed for EPA to review any materials in support of the
above submissions and make a regulatory decision by the due dates of May 30th and June 30th
respectively. Our recommendation initially was for you to renegotiate the due dates for all of the above
products to be in line with the due date of your-EU product of August 30, 2008.

Mr. Wilkins has informed me that there are additional outstanding issues which have not been
addressed in this most recent resubmission. Our letter to you dated October 16, 2007 which referenced
pending products: 71654- EG and ER, EL and EU, stated that your formulations contained inert
ingredients that were uncleared. Our policy is such that any inert ingredient contained in a formulation
must be cleared prior to the issuance of registration. Under PRIA 2, inert clearance for the Biopesticides
and Pollution Prevention is not considered a pria action. You may submit the information in support of
inert clearance to the Agency in a separate application. The Registration Division is responsible for
clearing all inert ingredients. BPPD will however, consult with the Registration Division on inerts subject
to be used in formulation for BPPD products. Nonetheless, this is a function that must be done before
your application can even be considered for regulatory review. Therefore, you will need to make some
decisions. While there is no statutory timeframe attached to clearance of inert ingredients, | understand
that the process can be at the minimum six months, but this will depend on the workload of those involved.
You have made reference to working with Kerry Leifer of the Agency. While Mr. Leifer does work in the
branch responsible for clearance of inerts, you must make an application to the Agency to do so.

We will therefore need to know, with some urgency how you will proceed. You have the following
options.

A. Renegotiate the due date for all of the above actions and consider the time that it will take for you to
make a separate application to the Agency for inert clearance and have the Agency to conduct review It
is important to note that you can negotiate the due date for a time frame that you feel is feasible
regardless of the length.

B. Withdraw the applications until such time when you have addressed the deficiencies and have all of
the data to submit.

C. Reformulate the product so that all inert ingredients have been cleared. Should you elect this method,
you will run the risk of having to withdraw the pending products given that we have already conducted
primary reviews and the fact that the formulations may not be substantially similar.

Please respond to Mr. Wilkins in a timely fashion.

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
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# Driss To thomas.c.mcentee@usa.dupont.com
Benmhend/DC/USEPA/US cc Raderrio Wilkins/DC/USEPA/US@EPA, Linda
03/12/2008 09:04 AM Hollis/DC/USEPA/US@EPA
' bcc

Subject Resubmission 86-5 Failure

Dear Mr. McEntee:

The attached file is in reference to the above registration. Please call me if you
have any questions or a problem with the pdf. file.

Thank you,
Dupont.86.5.pdf DuPont.86.5 Failure.doc

Driss Benmbrend

Biopesticides and Pollution Prevention Division (7511P)

Office of Pesticide Programs

The United States Environmental Protection Agency
1200 pennsylvania Avenue. N.W.

washifngton, DC 20460

(:7','03) "3‘08—‘9:525

Bénmhend.driss@epa.gov

www.epa.gov/oppbppd1/biopesticides/
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S0 Tan UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2 B WASHINGTON, D.C. 20460

lAny

fwu
% Agenc!

. proT®

March 11, 2008

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

E.I. DUPONT DE NEMOURS AND COMPANY
PO Box 80402
WILMINGTON, DE 19880-0402

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 04-MAR-08. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your data submittal was found to be partially in compliance with the standards for
submission of data contained in PR Notice 86-5, with the exceptions noted below. A copy of
your transmittal bibliography is enclosed, annotated with the Master Record ID's (MRIDs)
assigned to each document accepted. Please use these numbers in all future references to these
documénts.

4. 1f deficiencies were found which apply to individual accepted studies, they are listed
below following the applicable MRID. Any document which has been assigned a MRID has
been accepted under PR Notice 86-5. If any comments related to a MRID appear on this report,
they are provided for your information and reference when preparing future submissions. Some
individual documents were not acceptable, and all copies are being returned to you for correction
for the reasons indicated below.

L
These rejected studies have been assigned separate identification numbers which are
annotated on both the enclosed bibliography and the rejected document labels.

The réjected studies and their deficiencies are described below.

Rejected Study [01]:

* FIFRA Section 10(d)(1) only provides for confidentiality of information which: (A)
discloses manufacturing or quality control processes, (B) discloses the details of any methods for -
testing, detecting, or measuring the quantity of any deliberately added inert ingredient of a
pesticide, or (C) discloses the identity or percentage quantity of any deliberately added inert
ingredient of a pesticide... Since your claim covers information entirely outsidethis narrow range
of subject matter, it cannot be accepted.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Washington, D.C. 20460

OFFICE OF
PREVENTION PESTICIDES
AND TOXIC SUBSTANCES

Thomas C. McEntee

Product Registration manager

DuPont Chemical Solutions Enterprise
P. O. Box 80402

Wilmington, DE 19880-0402

RE: Refined Oil of Nepeta cataria Technical and Manufacturing Use Product
EPA File Symbol: 71654-EN, ER, EG
Application dated: 02/28/08 ‘
Notification of Non-compliance with Pesticide Registration Notice 86-5

Email sent date: 03/12/08
Email address: Thomas.c.McEntee@usa.dupont.com

Dear Mr. McEntee:

The Biopesticides and Pollution Prevention Division (BPPD) have received your
submission to register the subject product. All or some of the data were rejected by our
Document Processing Unit because they were not submitted as directed in PR Notice 86-5 and
should be reformatted and resubmitted to the Document Processing Unit. A copy of PR Notice
86-5-can be found at our website at: http://www.epa.gov/opppmsd1/PR Not1ces/gr86 -5.html
should you need assistance in makmg the necessary changes.

i . 1 '
+ If you'still want to register this product, the application will be kept open for a period of
75! days. to ‘give you an opportunity to respond to this memorandum. If you find that you need
more time you must request an extension for a reasonable stated period of time. Extension
requests must be made immediately to me at (703) 308-8713.
_ i

If you do.not comply with this procedure by not responding to this letter or requesting
an extension of fime to resubmit the information, the Agency may administratively withdraw
your application from further consideration under the provisions of PR Notice 75-4 of August .
27, 1975. Once this is done, you will have to submit completely new application should you
wish to pursue the registration of your product after the application has been withdrawn.

s 'The' ¢hanges and/or corrections required by you are outlined in the attached EPA
Transmittal Letter. You must contact me by telephone at the number above or by email at
benmhend.dirss@epa.gov and indicate that you will submit the corrected pages via facsimile to
(703) 305-0118. Once you have faxed the corrected pages, please follow up with an email to
me indicatinig that you have done so.

T L
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If the changes are excessive, you may wish to fed-ex or courier the documents to our
offices or contact me to arrange to come in to our offices to make the necessary changes. Once
all changes have been made, your submission will be forwarded to our Document Processing
Unit for PR Notice 86-5 Screening.

Should you have additional questions regarding this matter, please feel free to contact
Driss Benmhend, Acting Team Leader for Biochemical Pesticides Branch at (703) 308-9525 or
by email benmhend.driss@epa.gov.

Sincerely,

Mg” e

Driss Benmhend

Biochemical Pesticides Branch
Biopesticides and Pollution Prevention
Division (7511P)

Enclosure
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Raderrio To Thomas C McEntee

Wilkins/DC/USEPA/US <Thomas.C.McEntee@usa.dupont.com>

03/11/2008 03:24 PM cc Linda Hollis/DC/USEPA/US@EPA, Driss
' Benmhend/DC/USEPA/US@EPA

bce

Subject Refine Oil of Nepeta cataria EPA File Symbol
7.1654-ER,EG.EN, EL, and EU - Ref: Nov. 8, 2007 Meeting
B

Dear Mr. McEntee,

Per the Agency's email of February 21, 2008, informing Dupont Chemicals that you were
to submit the following deficient data (refer to deficiency letter dated 10/16/07): Product
Chemistry (CSF deficiencies), Change in four inerts (submit inerts substantially similar),
Efficacy (submit information regarding description of studies, spices etc.), and Mutagenicity
Study (Point mutag. Assay to validate or confirm results ) for products 71654-EN, ER, EG and
EL by the end February 2008. On February 25, 2008, BPPD received a response to our e-mail
notifying the Agency that the requested data would be Fed Ex'ed on Thursday 28, 2008. To
date, the Agency is not in receipt of your data package.

As previously mentioned, failure to submit the missing data by the end of February 2008
would impact the new Pria Dates of May 30, 2008 and June 30, 2008 (the renegotiated PRIA
Due Date was contingent on the resubmission of 2/08). Should the data referenced above be
received after the agreed date of February 2008, you were informed that an additional
renegotiation will be necessary. Unfortunately there is not enough time remaining before the
PRIA decision date of May 30, 2008 and June 30, 2008 for you to submit the information
requested above and for BPPD to complete the review and make a regulatory decision..

Therefore, you may renegotiate the due date, or withdraw the application and resubmit
when you have all the information or the Agency will issue a can not grant letter under PRIA on
or about May 30, 2008. You will still have 75 days from the date of this letter to submit the
required information before the Agency would withdraw your application because it is
incomplete.

If the Agency does issue a letter stating it cannot grant your application under PRIA and
you submit the required information with 75 days, the Agency will continue to work on your
application, but it will not be subjected to PRIA time. Please contact Mr. Raderrio Wilkins, the
RegtilatéryACtion Leader for this product immediately at (703) 308-1259 with your response.

Sincerely,
Raderrio Wilkins

Thomas C McEntee <Thomas.C.McEntee@usa.dupont.com>

'

P N Thomas C McEntee

87



<Thomas.C.McEntee@usa.d To Raderrio Wilkins/DC/USEPA/US@EPA
upont.com>

cC
02/25/2008 09:57 AM

Subject Re: Refine Qil of Nepeta cataria - Ref: Nov. 8, 2007 Meseting

Mr. Raderio Wilkins,

I expect to Fed Ex the data on Thursday Feb. 28 for arrival Friday Feb.
29th.

Thank you for your attention to our applications.

Tom McEntee
302 695 6856
978 335 8055 CELL

Wilkins.Raderrio@
epamail.epa.gov
To
02/21/2008 09:58 Thomas C McEntee/AE/DuPont@DuPont
AM cc
Hollis.Linda@epamail.epa.gov,
Benmhend.Driss@epamail . epa.gov,
Gardner .Roger@epamail .epa.gov,
Carlson.Kent@epamail.epa.gov,
Fuentes.Clara@epamail.epa.gov,
Wilkins.Raderrio@epamail.epa.gov
Subject
Refine 0il of Nepeta cataria - Ref:
Nov. 8, 2007 Meeting

Dear Mr. McEntee,

Per our agreement of November 8, 2007, you were to submit the
following deficient data (refer to deficiency letter dated 10/16/07):

Product Chemistry (CSF deficiencies), Change in four inerts (submit
inerts substantially similar), Efficacy (submit information regarding
description of studies, spices etc.), and Mutagenicity Study (Point

mutag. Assay to validate or confirm results ) for products 71654-EN, ER
and EG by the end February 2008. To date, the Agency is not in receipt
of this data. Failure to submit the missing data by the end of February
will impact the new Pria Date of May 30, 2008. Should the data
referenced above be submitted after the agreed date of February 2008, an
additional renegotiation will be necessary. In addition, the FR
announcing receipt of this new active ingredient is scheduled to be
published March 2008.
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Sincerely,
Raderrio Wilkins
(703) 308-1259

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_disclaimer.html
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announcing receipt of this new active ingredient is scheduled to be
published March 2008.

Sincerely,
Raderrio Wilkins
(703) 308-1259

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_disclaimer.html
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Raderrio
Wilkins/DC/USEPA/US

02/21/2008 09:58 AM

Dear Mr. McEntee,

Per our agreement of November 8, 2007, you were to submit the following deficient data (refer to
deficiency letter dated 10/16/07): Product Chemistry (CSF defiziancies), Change in four inerts (submit

To

bece
Subject

Thomas C McEntee
<Thomas.C.McEntee@usa.dupont.com>
Linda Hollis/DC/USEPA/US@EPA, Driss
Benmhend/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Kent

Refine Oil of Nepeta cataria - Ref: Nov. 8, 2007 Meeting

inerts substantially similar}, Efficacy (submit information regarding description of studies, spices etc.), and
Mutagenicity Study (Point mutag. Assay to validate or confirm results ) for products 71654-EN, ER and EG
by the end February 2008. To date, the Agency is not in recept of this data. Failure to submit the missing
data by the end of February will impact the new Pria Date of May 30, 2008. Should the data referenced
above be submitted after the agreed date of February 2008, an additional renegotiation will be necessary.
In addition, the FR announcing receipt of this new active ingredient is scheduled to be published March

2008.

Sincerely,
Raderrio Wilkins
(703) 308-1259
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November 8, 2008

Dupont Chemical Solution Enterprise

c/o Thomas C. McEntee

P.O. Box 80402 -
Wilmington, DE 1988-0402

Re:  Application for a new Biochemical Pesticide Registration for Refined Oil of Nepeta
cataria
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iopesticides and ,
Pollution

Prevention
Division

_J

October 22, 2007

TO: Mr. McEntee
Dupont
302-695-6856
302-6951579 (fax)

FROM:Raderrio Wilkins
US EPA Office of Pesticide Programs
Biopesticides & Pollution Prevention Division (7511P)
1200 Pennsylvania Ave NW, Washington, DC 20460
703-308-1259 Fax 703-305-0118 '
Wilkins.raderrio @ epa.gov

RE: AMVAC AZA 1.2% ME (EPA File Symbol 5481-LGL)

MESSAGE: Please call to confirm receiving this fax. Thanks in advance for your
cooperation.
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Thomas C McEntee To Raderrio Wilkins/DC/USEPA/US@EPA
<Thomas.C.McEntee@usa.dupont.com> ce
10/17/2007 04:08 PM

bee

Subject Re: Refined Oil of Nepeta cataria FAX # 302 695 1579

Mr. Raderrio Wilkins,

This is to confirm that I understand that the fax machine is not
confidential and that you cannot guarantee the confidentiality of any
letter that is transmitted by facsimile machine.

I will stand by the machine with fax number 302 695 1579, if you will
e-mail or call when you are about to transmit.

Thank you for your assistance.
Tom McEntee

302 695 6856
978 335 8055 CELL

Wilkins.Raderrio@
epamail .epa.gov

To
10/17/2007 03:46 Thomas C McEntee/AE/DuPont@DuPont
PM " cc
Hollis.Linda@epamail.epa.gov
Subject

Re: Refined 0il of Nepeta cataria
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Dear Mr. McEntee

The reviews for 71654-EG,ER and EN (Refined 0il of Nepeta cataria)
submissions have been completed. You requested have the letters faxed
to you, but they contain confidential business information (CBI). Since
there is CBI, the Agency cannot fax the reviews/letters without a note
from you indicating that you are aware that the facsimile machine is not
confidential and that the Agency cannot guarantee confidentiality if you
wish that the reviews/letters are faxed to you.

If you wish to have these faxed then respond via email that you
understand that the Agency cannot guaranteed confidentiality and that
you still want to have the reviews/letters faxed anyway. Please also
include the fax number where you will be waiting for the fax. I will
email you when I am going to send the fax. The signed originals were
mailed on October 16, 2007.

Furthermore, please keep in mind that any response regarding these
reviews/letters must be sent to the Agency, in writing, though the
*Front-End Processing Desk.”

Regards,

Raderrio Wilkins

Regulatory Action Leader

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division
USEPA

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francails Deutsch Italiano Espanol Portugues Japanese Chinese KXorean

http://www.DuPont.com/corp/email_disclaimer.html
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*Manufacturing process information may be entitled to confidential treatment*

DuPont Chemical Solutions Enterprise
c/o Thomas C. McEntee 6CT 16 2007
P.O. Box 80402

Wilmington, DE 1988-0402

Re:  Application for a new Biochemical pesticide Registration
Refined Oil of Nepeta cataria
EPA File Symbol. No. 71654-EN (100%), 71654-EG (7% Lotion), 71654-ER (15%
Lotion)
Your submission of November 30, 2006 and resubmissions of December 19, 2006,
December 28, 2006 and January 5, 2007.

Dear Mr. McEntee:

The applications for Biopesticide registrations referred to above, submitted in connection
with registration under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended, has been reviewed by BPPD and are not acceptable at this time. The Human Health
Studies, however are acceptable and satisfy the tier 1 biochemical data requirements for the
TGAI and End-Use products. The Product Chemistry and Product Performance data are not
acceptable for the following reason(s):

I. CSF

EPA File Symbol 71654-EN (TGAI):
a. Submit s CAS Registry numbers for all ingredients on the CSF. The must be
placed after the component descriptor.

b. All impurities potentially present at >0.1% must be identified individually on
the CSF (ic. [ NN <'-?)

and have upper certified limits calculated.

c. The information on the top row of the CSF where refined oil of Nepeta cataria
is identified as “active technical grade” should be deleted.

d. The parentheses around the amounts of the remaining ingredients provided in
column 13b of the CSF must be deleted.

)




*Inert ingredient information may be entitled to confidential treatment*

*Manufacturing process information may be entitled to confidential treatment*

e. The identity of the active ingredients given on the CSF and the product label
must be made consistent.

f. The certified limits are in excess of what is recommended in 40CFR 158.175(b)(2)
and ranges determined in preliminary analyses. Please base the certified limits on
that presented in the 40 CFR or provide justification for deviations. EPA would

Like to note that [

I P A considers this range satisfactory for regulatory

purposes because the component is undetectable in the final EP products.

g. The lower certified limits for impurities, un-reacted starting materials, etc. must
be deleted.

h. The proposed Upper certified limit for ||| GGG should be

revised to reflect the upper part of the range described in preliminary analyses
B EP A considers this satisfactory for regulatory purposes because the
component is undetectable in the final EP products.

i. The proposed upper certified limit for [
A
I - EPA considers these

upper limits to be satisfactory, considering the variation present in source
material supply, source material composition, the negligible amount of these
components in EP products,

and the
anticipation that no additional toxicity (other than that already associated with
dihydronepetalactone) will be associated with these components.

j. Following the addition of other ingredients to the CSF, the please
ensure that the percent (%) by weight totals = 100%.

k. Please complete blocks #5. and #6. on the CSF.

EPA File Symbol 71654-EG (7% Lotion)
a. Provide a complete address and CAS registry number for the component || il]

b. Please change the CAS No. for [ GGG - for
|
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c. Please provide a CAS No. for the active ingredient.

.
I < ot on the most recent on-line inert

ingredients list (August 2004). Please provide alternate components that are on the
EPA inert ingredients list or provide information to the inert ingredients branch
(IIAB) for listing these (contact in IIAB - Kerry Leifer, leifer.kerry@epa.gov).

e. Please provide the chemical identities for ||| GGG
1
ey B ) o1 the CSF.

f. Please address the discrepancy of why the content of ||| Gz
given on the CSF does not match the

content given in MRID 47003301.

g. Please address the discrepancy of why the supplier for |||
I ziven on the CSF does not match the supplier given in MRID
47003301.

h. Please complete blocks 5. and 6. of the CSF.

EPA File Symbol 71654-ER (15% Lotion)
a. The same conditions and concerns reported for the 7% lotion (above) apply for the
15% lotion.

II. PRODUCT CHEMISTRY
File Symbol 71654-EG (7% Lotion)

a. Please provide a rationale for the increase in percent weight of ||| in the
7% lotion when compared to the TGAIL

b. Submit MSDSs or specification sheets for the all beginning materials, including
those present as components in the mixtures.

¢. Submit quality control procedures for the formulation process.
d. Please address the observation that extended storage at ambient conditions (25°C

and 60% RH) results in the degradation of dihydronepetalactone and other
components.

*Inert ingredient information may be entitled to confidential treatment*

e. Please submit information regarding the following inert ingredients (below) that
are not on the most recent EPA inert ingredients list (August 2004).
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*Inert ingredient information may be entitled to confidential treatment*

BPPD recommends that the EPA inert ingredients branch (IIAB) be contacted for more
information (contact in IIAB - Kerry Leifer, leifer.kerry@epa.gov).

File Symbol 71654-ER (15% Lotion)
a. The same deficiencies outlined for the 7% lotion (above) apply for
the 15% lotion. '
HI. PHYSCIAL PROPERTIES

EPA File Symbol 71654-EN (TGAI):
a. Please address explodability.

b. Please submit storage stability and corrosion characteristics tests.

c. Please address stability in the presence of different temperatures and metals by
discussing the relative impacts that packaging and storage will have on the
stability of the product.

d. Please provide a method for the determination of density.

File Symbol 71654-EG (7% Lotion) _
a. Please address oxidation/reduction: chemical incompatibility and
explodability.

b. Submit storage stability and corrosion characteristics tests upon their
completion.

File Symbol 71654-ER (15% Lotion)

a. The same deficiencies outlined for the 7% lotion (above) apply for
the 15% lotion.

2. Tier I Toxicity studies are ACCEPTABLE.

3. Tier I Non-Target studies have not been submitted by the registrant. EPA expects that the use
pattern of this product as an insect repellent will preclude significant adverse exposure to
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nontarget organisms. EPA will therefore, waive the testing guideline for Tier I non-target toxicity
applicable to TGAL

IV. PRODUCT PERFORMANCE
a. Please provide detailed discussion on the statistics employed to analyze the
data.

b. Please address the inconsistencies concerning the amount of test material
applied to subjects.

c. Itis not clear whether the landing rates for the whole body counts are based on
"~ 1 minute exposure taken for 1. This information regarding landing rates must
be noted in the results table (Appendix IV).

d. The test sites were not monitored for incidences of mosquito-borne disease
prior to testing.

"Your application as submitted under the Pesticide Registration Improvement Act (PRIA)
guaranteed you a regulatory decision for the action category (B60) of twelve months. By
regulation, the Agency is obligated to give you 75 days (40 CFR 152.105) in which to address the
deficiencies identified above. However, there may not be enough time remaining before the
PRIA decision date of November 21, 2007 for you to submit the information requested above
and for BPPD to complete the review and make a regulatory decision. While these are the major
deficiencies that are associated with your application, BPPD is still reviewing other portions of
your package.

Therefore, you may renegotiate the due dates for the three products above, or withdraw
the application and resubmit when you have all the information or the Agency will issue a can
not grant letter under PRIA on or about November 21, 2006. You will still have 75 days from the
date of this letter to submit the required information before the Agency would withdraw your
application because it is incomplete.

If the Agency does issue a letter stating it cannot grant your application under PRIA and
you submit the required information with 75 days, the Agency will continue to work on your
application, but it will not be subjected to PRIA time. Please contact Mr. Raderrio Wilkins, the
Regulatory Action Leader for this product immediately or within five (5) days from the date of
this letter at (703) 308-1259 with your response.

Sincerely,

s LAk
Linda Hollis., Chief
Biochemical Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511P)
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF PESTICIDES AND TOXIC SUBSTANCES

MEMORANDUM
DATE: October 10, 2007
SUBJECT: Science Review and Human Health Risk Assessment in Support of the
Registration of the Insect Repellent Refined Oil of Nepeta cataria (TGAI), and
two lotion end-use products.
Decision Nos.: 371861, 372756, 371862 PC Code: 004801
DP Nos.: 338556, 339493, 339547 MRID Nos.: 469773-01 through -06;
EPA File Symbol: 71654-EN (TGAI), 71654-EG 469774-01 through -14, -20 & -22;
(7% a.i.), 71654-ER (15% a.i.) 470031-02 & -05; 470156-01 & -02
FROM: Roger Gardner, Senior Scientist /s/
Biochemical Pesticides Branch :
Biopesticides & Pollution Prevention Division (7511P)
TO: Raderrio Wilkins, Regulatory Action Leader

Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)

ACTION REQUESTED: Review of scientific information submitted by E.I. du Pont de
Nemours and Company to support registration of Refined Oil of Nepeta cataria (71654-EN) as a
dermally applied insect repellent in a 7% Lotion (71654-EG) a 15% Lotion (71654-ER).

RECOMMENDATIONS AND CONCLUSIONS

There are adequate data for conducting a risk assessment that supports registration of the insect
repellent Refined Oil of Nepeta casaria and the 7% and 15% lotion products. Specific
conclusions and recommendations are summarized as follows:
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Refined Oil of Nepeta Cataria DP Number: 338556, 339493, 339547
PC Code: 004801 EPA File Symbol Number: 71654-EN, 71654-EG, 71654-ER

1.

The active ingredient is classified into Toxicity Category III for oral toxicity and primary
eye irritation and Toxicity Category IV for dermal, inhalation and skin trritation. It is not
a skin sensitizer.

The lotion formulations containing 7 and 15% active ingredient are classified into
Toxicity Category IV for oral and dermal toxicity as well as eye and skin irritation and
they are not skin sensitizers.
a. The acute inhalation study for the 15% lotion was waived on the basis of the lack
of inhalable particles and viscosity of the formulation.
b. The acute toxicity data for the 15% formulation are used to support reglstratlon of
the 7% lotion.

In the acute neurotoxicity study, behavioral effects (decreased motor activity) were noted

in rats after a single oral dose of 200 mg active ingredient per kg body weight, and effects
were temporary with treated rats adapting to the neurological effects after repeated dosing
in other studies.

The subchronic oral toxicity study in rats demonstrated a no-observed-effect level
(NOEL) of 200 mg/kg/day and a lowest-observable-effect level (LOEL) of 1000
mg/kg/day based on the increased incidence of minimal to mild degeneration/regeneration
of the olfactory epithelium lining the nasal turbanates of treated male and female rats.

No systemic toxicity was observed in the subchronic dermal toxicity study at dose levels
up to 1000 mg/kg/day.

No adverse effects were observed in a 28-day oral immunotoxicity study or in a
developmental toxicity study at oral doses up to 1000 mg/kg/day.

No genetic toxicity was observed in bacteria (point mutation assay), an in vitro
cytogenetics assay, or in a mouse micronucleus assay. However, a point mutation assay
in mouse lymphoma cells reported an increased frequency of point mutations at doses
approaching cytotoxic levels without metabolic activation. These results should be
confirmed with another assay in a mammalian cell system.

An in vitro dermal penetration study indicated that human skin is relatively impermeable
(2% of the applied dose) compared to rat skin (78% of the applied dose).
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Refined Oil of Nepeta Cataria DP Number: 338556, 339493, 339547
PC Code: 004801 EPA File Symbol Number: 71654-EN, 71654-EG, 71654-ER

9. Since there were no endpoints indicated in the subchronic dermal toxicity study, and
since human skin is relatively impermeable , no endpoints were selected for risk
characterizations. The acute neurotoxicity endpoint is appropriate to an incidental oral
exposure for children, but because the effect is reversible and pharmacological in nature
(reduced activity) and because the label contains instructions to avoid incidental exposure
(i.e., licking of fingers and hands), no risk characterization was done for incidental oral
scenarios.

© 10. The only data gap is for a confirmatory gene mutation assay in mammalian cells to
determine reproducibility and/or reduce uncertainty associated with the positive results in
the mouse lymphoma assay.

I. CHEMICAL AND PRODUCT IDENTITY
A. Background

The active ingredient is a refined, multi-component extract of Nepeta cataria which is a member
of the mint family of plants (Labiatae). The technical grade active ingredient (TGAI) is
identified on proposed product labels as Refined Oil of Nepeta cateria and is also referred to as
hydrogenated catmint oil (HCO). The plant is commonly known as catnip and is indigenous
from eastern Mediterranean to eastern Himalayan regions. The perennial herb can also be grown
in North America. Therefore, general information on the nature of the active ingredient is readily
available (e.g., http://chemistry.about.com/library/weekly/aal 03001a.htm; accessed on October
2, 2007) and is summarized as background below.

Nepetalactone is the major component of the refined oil, but there are other components such as
puleganic acid with known insect repellent activity. Nepetalactone is a terpene comprised of two
1soprene units, and it has a chemical structure similar to that of the valepotrates (from the herb
valerian) which have mild central nervous system effects in humans (sedative or stimulant
depending on the individual).

The feline behavioral effects of the nepetalactone in catnip are well known, but not all cats
respond to the activity of the oil; their sensitivity is inherited (an autosomal dominant gene).
Sensitive kittens do not develop responsiveness until they are 3 months old, and young kittens
have been known to exhibit avoidance behavior. The variety of responses includes rubbing of
the head, chin, cheek or body as well as head shaking or rolling. Sensitive cats may also lick or
chew the plant or other source of nepetalactone. These reactions are temporary and can not be
induced for an hour or more after exposure. Individual responses vary among sensitive cats.
Since the feline receptors for nepetalactone are located in the vomeronasal organ above the cat’s
palate, the response is associated with the inhalation route of exposure.
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Refined Oil of Nepeta Cataria DP Number: 338556, 339493, 339547
PC Code: 004801 EPA File Symbol Number: 71654-EN, 71654-EG, 71654-ER

Historically, catnip has been used in herbal medicine to treat fever, head and tooth aches, colds,
colic and spasms in humans. In some individuals catnip can be used to induce sleep, but it can
also act as a stimulant in others. At high doses it is emetic in cats and humans. Other historical
uses included rubbing meat with catnip leaves, adding it to salads or making tea with it.

Refined Oil of Nepeta cataria is being formulated into two lotion products for direct application
to human skin to repel biting flies, mosquitoes and other insects. The two concentrations of the
active ingredient proposed for these uses are 7% and 15%.

B. Physical and Chemical Properties (Table 1)

The principal insect repellent components in Refined Oil of Nepeta cataria are
dihydronepetalactone (69.99% w/w) and puleganic acid (6.77% w/w).
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Refined Oil of Nepeta Cataria
PC Code: 004801

DP Number: 338556, 339493, 339547
EPA File Symbol Number: 71654-EN, 71654-EG, 71654-ER

Tablel: Physical and Chemical Properties for Refined Oil 6f Nepeta cataria®

40°C, respectively

Guideline Reference No./Property Description of Result Methods
830.6302  Color Yellow @ 21°C CCL SOP 10.11
830.6303  Physical State Liquid @ 21°C CCL SOP 10.12
830.6304  Odor Minty CCL SOP 10.13
830.6313  Stability Stable @ room and elevated OPPTS 830.6313

temperatures and in the presence
of metals and ions
830.6314  Oxidation/Reduction: Dihydronepetalactone was
Chemical Incompatibility relatively stable in solution with
metals and metal salts afier 14 days
at 25°C, with slight decreases at
54°C after 14 days.
830.6315  Flammability >99°C CCL SOP 10.18
830.6316  Explodability Not addressed
830.6317  Storage Stability In short-term testing at 25 and
54°C, dihydronepetalactone
content was relatively stable.
Guideline study is in progress.
830.6319  Miscibility Not applicable, product is not to be
diluted in petroleum solvents
830.6320  Corrosion Characteristics Guideline study is in progress
830.6321 Dielectric Breakdown Voltage Not applicable, product is not for
use around electrical equipment
830.7000 pH 3.97 @ 25°C (1% w/w in CCL SOP 10.17
deionized water)
830.7050  UV/Visible Absorption Not applicable,
830.7100  Viscosity 18.09 mm?/s (cSt) @ 22°C ASTM D 445 and D446
830.7200  Melting Range Not applicable, product is a liquid
830.7220  Boiling Range 266.0+12.0°C Mettler FP900 Thermosystem
830.7300  Density/Relative Density/Bulk 1.0334 @ 20.7°C Not provided
Density
830.7370  Dissociation Constant in Water Not applicable, required only for
pure active ingredient
830.7550  Partition Coefficient Not applicable, required only for
pure active ingredient
830.7840  Water Solubility 0.254 £ 0.013 g/L @ 30°C OPPTS 7840
830.7950  Vapor Pressure 591, 707, 907. 1100, 1320, and Terranova 722 A diaphragm gauge
1630 Pa @ 20, 25, 30, 35, and controller

‘Data from MRIDs 46977420, 46977422, 47003102, 47003105
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Refined Oil of Nepeta Cataria DP Number: 338556, 339493, 339547
PC Code: 004801 EPA File Symbol Number: 71654-EN, 71654-EG, 71654-ER

C. Use Pattern

End-use product labels include the following instructions for use:

Dispense a small amount of lotion directly onto skin. Spread uniformly to completely cover any
exposed skin surface. Reapplication after six hours may be necessary. When applying to children,
dispense into an adult’s hand and then spread evenly and completely over the child’s exposed skin
taking care not to contact the child’s fingers and hands.

Do not apply over cuts or damaged skin.

The signal word on the label is CAUTION, and other precautionary statements regarding hazards
to humans and domestic animals include:

e  Keep out of reach of children.

¢  Avoid contact with eyes.

First aid statements on the label are as follows:

Have the product container or label with you when calling a poison control center or doctor,
or going for treatment.
If in Eyes:
e Hold eye open and rinse slowlyand gently with water for 15-20 minutes.
e Remove contact lenses, if present, after five minutes, then continue rinsing eye.
e Call a Poison Control Center or doctor for further treatment advice.
If a reaction to this product is suspected:
e Discontinue use.
e  Take off contaminated clothing.
e  Wash skin thoroughly with plenty of water.
e Call a Poison Control Center or doctor for further treatment advice.
If Swallowed:
e Call Poison Control Center or doctor immediately for treatment advice.
e Do not induce vomiting unless told to do so by the poison control center or doctor
e Do not give anything by mouth to an unconscious person

II. TOXICITY OF THE TGAI
A. Acute Toxicity
1. Active ingredient (Table 2)
In the acute oral toxicity study (MRID 46977401), one rat dosed at 1750 mg/kg and two dosed at

5000 mg/kg died or were sacrificed for humane reasons on the day of dosing. A surviving rat
given 550 mg/kg exhibited no clinical signs of toxicity. Wet fur, lethargy, ataxia, partially closed

6
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Refined Oil of Nepeta Cataria DP Number: 338556, 339493, 339547
PC Code: 004801 EPA File Symbol Number: 71654-EN, 71654-EG, 71654-ER

or dark eyes, slow or labored breathing, prostrate posture, lacrimation, stained fur/skin, dark
extremities, and/or moribundity were noted on the other rats with recovery of the survivors by
day 3 of observation.

Ataxia was noted during exposure or immediately after test material removal in the acute dermal
toxicity study (MRID 46977402). Wet fur of the inguenal region, leaning, high carriage, absent
feces, labored breathing, lethargy, lacrimation, not eating, and/or stained fur around face,
perineum, inguen, or abdomen were noted with recovery by day 6 post-dosing.

Male rats in the inhalation study (MRID 44677406) exhibited lethargy, labored breathing and/or
hunched posture immediately following exposure. Colored nasal discharge was noted form three
males one day post-exposure with recovery by day 3. Lethargy, labored breathing, gasping,
hunched posture, incoordination, and/or prostration were noted from two female rats immediately
following exposure with recovery by day 4. Colored nasal, oral, or ocular discharge was noted
from two females one day post-exposure with recovery by day 7 of observation.

Table 2: Acute Toxicity Profile - Hydrogenated Catmint Oil

Study Type Toxicity

(Guideline) Species Results Category | MRID
Acute oral Rat LD, = 1750 (95% C.L. 455.5-9230) mg/kg (females I 46977401
(870.1100) using the Up-and Down Method)
Acute dermal Rat LD,, > 5000 mg/kg for males, females, and for both v 469